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SUPPLY AGREEMENT 

THIS AGREEMENT is made as of January 1,-2009, (“Effective Date”) by and between Noramco Inc. 

with its principal office at 500 Swedes Landing Road, Wilmington, Delaware 19801 and its Affiliates 
(‘NORAMCO’) and Actavis Elizabeth LLC, having an office at 200 Elmora Avenue, Elizabeth, New 

Jersey 07207 and its Affiliates “ACTAVIS”). 

WITNESSETH 

WHEREAS, ACTAVIS is a manufacturer and distributor of finished drug products, and 

WHEREAS, NORAMCO is # manuiac:urer of bulk pharmaceuticals, including, morphine sulfate for use 
in finished pharmaceutical products, and 

WHEREAS, ACTAVIS wishes to purchase bulk active ingredients trons NORAMCO to use in the 

manufacture of finished drug products containing said active mgredient for distribution and sale 

throughout the United States. 

NOW, THEREFORE, in consideration of these promises and the mutual covenants contained herein, the 

parties agree as follows: 

ARTICLE 1.0 DEFINITIONS 

1 “Affiliate” of a party (o this Agreement shall mean any corporation or partnership or other entity 
which directly or indirectly controls, ts controlled-by or is under common control with such party. 
“Control” shall mean the legal power to direct or cause the direction of the general management or 
partners of such entity whether through the ownership of voting securities, by contract or otherwise. * 

1.2 “Commercial Requirements” shal be the total purchases of Product during a calendar year. 

13 “DMF” as used. herein shall mean the file maintained by the U.S. Food and Drug Administration 
(“FDA”), which contains information submitted by NORAMCO with respect to morphine sulfate, its 
composition, manufacture, and packaging. 

1.4 “Forecasted Requirements” shall be ACTAVIS’ expected requirements for Product during the 
periods defined in Article 4. 

5 “Product” as used herein shall mean morphine sulfate in bulk form and meeting the 
Specifications. 

16 “Specifications” as used herein shall mean the material specifications set forth in Exhibit A, 
attached hereto and made a part hereof. 

1.7 “Tertitory” as used herein shall mean the United States. 
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ARTICLE 2.0 MANUFACTURE. PLIRCHASE AND SALE 

2.1 NORAMCO shall manufacture. supply, and sell Product to ACTAVIS and ACTAVIS shall order 

and purchase Product from NORAMCO, all in accordance with the terms and conditions of this 
Agreeinent. 

2.2 ACTAVIS shall purchase and NORAMCO shall supply at least sixty percent (60%) of 
ACTAVIS’ Commercial Requirements for Product during the term of this Agreement, 

2.3 NORAMCO shall manulacture, process, test, label and package the Product in accordance with 
applicable national, state, and local laws and regulations, including, but not limited to, United States law, 
local laws, and regulations. 

ARTICLE 3.0 TERMS OF PURCHASE 

3 The Base Price to be paid by ACTAVIS to NORAMCO for Product shall be $950 per kilogram. 

3.2 NORAMCO and ACTAVIS shall meet during the fourth quarter of each calendar year during the 
term of this Agreement to discuss signiticant changes in market prices for the Product and NORAMCO’s 
cost to produce said Product that have occurred since the Effective Date. if significant changes are 
identified, the Parties shall negotiate in good faith appropriate adjustments to the price of the Product. 

3.3 Should NORAMCO be unable to supply ACTAVIS’ requirements for Product during any period 
during the term of this Agreement, ACTAVIS shall be permitted to purchase its requirements of Product 
during such period from third parties without violating this Agreement. 

3.4 NORAMCO shail pay the freight charges from the place of shipment to ACTAVIS, 

3.5 NORAMCO shall bill ACTAVIS for each order of Product delivered. ACTAVIS shall pay each 
invoice via electronic transfert, or by other means acceptable to NORAMCO, no later than sixty (60) days 
after receipt. NORAMCO reserves the right to refuse orders and hold shipments of any Product should 
ACTAVIS’ account be in arrears greater than fifteen (15) days. 

ARTICLE 4.0 FORECASTS 

41 Within sixty (60) days of the Effective Date, ACTAVIS shall notify NORAMCO of its 
Forecasted Requirements for the upcoming calendar year. 

4.2 ACTAVIS shail also furnish to NORAMCO during the first calendar month of cach subsequent 
quarter of the term of this Agreement, a written projection of its Forecasted Requirements of Product. for 
each of the next twelve (12) months. 

4.3 The parties acknowledge that the foregoing forecasts are estimates and shall not be binding upon 
ACTAVIS unless and until confirmed in ACTAVIS’ written purchase order 

ARTICLE 5.0 PRODUCT ORDERS 

5.1 Product shail be ordered on ACTAVIS’ standard purchase order form accompanied by the 
associated Drug Enforcement Administration (“DEA”) Form 222, which shall specifically reference this 
Agreement. Thé terms. and conditions contained in the purchase order, to the extent that they are 
inconsistent or in conflict with the provisions of this Agreement, ate hereby superseded. 
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5.2 ACTAVIS shal! issue written purchase orders to NORAMCO at least forty-five (45) days prior to 

the requested delivery date. ACTAVIS' purchase orders shall be firm orders and shall designate the 
desired quantity of Product, the delivery date, and any special shipping instructions. NORAMCO shall 
be required to supply such quantities ordered, provided said quantities for any calendar quamer are no 
greater than thirty-five percent (35%) of the Forecasted Requirements for the next twelve (12) months per 
Article 4.0. 

ARTICLE 6.0 DELIVERY 

6.1 NORAMCO shall cause the Product to be shipped to ACTAVIS or its designate in the quantities 
specified in ACTAVIS” purchase orders, Delivery shall be F.O.B. the place of shipment. NORAMCO 
shall bear the expense and cost of putting each order of Product into the possession of the carrier. Risk of 
Joss shall pass to ACTAVIS upon receipt by ACTAVIS. 

6.2 Prior to shipment, NORAMCO shall cause each lot of Product comprising the shipment to be 
tested for conformance with the Specifications and shall furnish to ACTAVIS the results of such testing 
including, but not limited to, a Certificates of Analysis with each shipment. 

6.3 NORAMCO shail also furnish ACTAVIS with a Material Satety Data Sheet for the Product and 
shall timely furnish material updates to the Material Safety Data Sheet as they occur. 

ARTICLE 7.0 INSPECTION 

Wl Upon receipt of each order of Product, ACTAVIS shall. inspect the order to ascertain that the 
shipment conforms to the order and that it contains the designated quantity of Product. 

7.2 ACTAVIS shall notity NORAMCO in writing within ninety (90) days after receipt of the 
shipment whether it accepts or rejects the Product. ACTAVIS’ failure to reject Product within such 
period shall constitute acceptance thereof, provided, however, that nothing contained herein shall prevent 
ACTAVIS from rejecting Product for latent defects discovered by ACTAVIS afler such slipulated period 
has expired and which could not reasonably be discovered within ninety (90) days of receipt of Product 
(provided that ACTAVIS notifies NORAMCO within thirty (30) days after it discovers or reasonably 
should have discovered such latent defert). : 

73 Without limitation to any other rights specifically set forth in this Agreement, if ACTAVIS 
rejects Product under Section 7.2 as non-conforming to Specifications, NORAMCO shail promptly 

replace, at no additional cost to ACTAVIS, and.agy ACTAVIS’ sole and exclusive remedy, any Product 
which fails ta meet Specifications as 10 which a timely notification pursuant to this paragraph is provided. 
to NORAMCO. 

ARTICLE 8.0 REGULATORY MATTERS 

gt ACTAVIS shall be responsible for obtaining and maintaining during the term of this Agreement 
all necessary governmental registrations or approvals, including all appropriate state, province or local 
registrations or approvals as required, for the manufacture and marketing within the Territory of finished 

drug products incorporating Product supplied by NORAMCO hereunder. 

8.2 NORAMCO shall maintain updated DMFs in the Territory with the appropriate governmental 
authorities. NORAMCO shall grant to ACTAVIS a right of reference to the DMFs on file in the 
Territory and shalt provide information to ACTAVIS concerning the composition, manufacture and 
packaging of Product as may be required by governmental authorities ta enable ACTA VIS to obtain and 
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maintain governmental registrations of approvals for the manufacture and marketing in the Territory of 
finished drug products incorporating Product supplied by NORAMCO hereunder. Further, NORAMCO 
will noufy ACTAVIS of any material changes in the DMF process prior to implementation as required by 
the FDA “Guidelines for Drug Masicr Files” Section VIIA and applicable FDA regulations. Such 
changes may include, but are not limited to, modifications in production, testing or packaging procedures, 

83 ACTAVIS shall have the sight, upon reasonable notice to NORAMCO and during regular 
business hours, to inspect and audit the facilities being used by NORAMCO for production of Product to 
assure compliance by NORAMCO with applicable rules and regulations and with other provisions of this 
Agreement. ACTAVIS will provide NORAMCO written observations. NORAMCO will respond in 
writing to these observations. 

8.4 NORAMCGO shall notify ACTAVIS of the following within three (3) husiness days: 

a) Initiation of an inspection by the DEA or the FDA when the inspection scope includes 
the Product. 

b) Receipt of notice from the DEA or FDA of formal agency regulatory actions. 

ARTICLE9.G PRODUCT COMPLAINTS, ADVERSE EXPERIENCES, AND RECALLS 

  

oO The parties will notify each other by facsimile (and confirm receipt of same) of all complaints 
related to Product that were sold by ACTAVIS without undue delay, but no later than three (3) business 
days of receipt. ACTAVIS will correspond with complainants on all complaints associated with Product 
sold by ACTAVIS. ACTAVIS shall investigate all Product complaints with respect to the Product, shall! 
maintain a complaint file and shall forward complcted complaint reports relating to the Product to 
ACTAVIS within two (2) business days after completion of a complaint investigation. As needed, 
ACTAVIS shall provide interim status reports to: NORAMCO of complaint investigations if the 
investigation exceeds thirty (30) calendar days from the day of receipt. of a complaint. If NORAMCO, in 
its feasonable discretion, determines that any physical, chemical, biological or other evaluation should be 
conducted in relation ta a Product complaint, ACTAVIS will conduct the evaluation and provide 
NORAMCO with a written report of such evaluation. ACTAYVIS will notity NORAMCO within twenty- 
four (24) hours if any such Product evaluation determines that the Product fails to meet Specifications. 
Evaluations requested by NORAMCO that are not required by regulation and not typically carried out by 
ACTAVIS in the usual course of its investigations will be at the expense of NORAMCO. NORAMCO 
shall maintain a complaint file and shall immediately notify ACTAVIS of any complaints relating to the 
Product, which may be the result of, or have an effect on, the manufacturing performed by NORAMCO. 

92 The parties shall notify cach other without undue delay, but in any event within three (3) business 
days, regarding any adverse drug events (“ADEs”), ACTAVIS will file any ADEs required under 21 
CFR 314.80 and 2] CFR 314.81 concerning the Product to FDA. ACTAVIS shall provide NORAMCO a 
copy of its quarterly report of all ADEs for the Product within thirty (30) business days after submission 
to the FDA. 

9.3 The parties shall cooperate fully with one another m connection with: (1) any field actions related 
to the Product including, but not limited to, a recall, field or satety alert, Product market withdrawal, 
stock recovery or field correction and related press releases and communications (“Recall”) required by 

any regulatory authority or court; and (ii) any Recall requested by either party. [n the event cither party 
believes a Recall may be necessary with respect to any Product provided under this Agreement, such 
Party shalt immediately notify the other in writing. In the event it is determined that a Recall is necessary 
or appropriate, ACTAVIS be responsible for coordinating such Recall, including aff contacts with the 
FDA, and NORAMCO shall provide all necessary cooperation, information and assistance requested by 
ACTAVIS. 
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9.4 ACTAVIS shall be responsible for all Recall Costs (as defined below), and shall reimburse 
NORAMCO for its applicable Recall Costs, except in the event that a Recall is due to NORAMCO’s 
breach of its representations and warranties, or obligations under this Agreement, applicable laws or its 
negligence or willful misconduct, in which event NORAMCO shall reimburse ACTAVIS for its Recatl 
Costs to the extent attributable t@ NORAMCO and in accordance with its relative responsibility for the 
Recall, [fa Recall is due to the acts or omissions of both parties, the partics shall share the Recall Costs 
in accordance with their relative responsibility for the Recall. For purposes of this Article 9.4, Recall 
Costs shall mean the expenses of notification and destruction or return of the recalled Product, and, in the 
case of NORAMCO, Recall Costs shall also inciude the Base Price paid by ACTA VIS for such recalled 
Product and the cost of manufacture of associated finished product, including any additional costs related 
thereto pursuant to this Agreement. Each of the parties shall use commercially reasonable efforts to 
minimize the Recall Costs, which it incurs and shall provide to the other, upon request, reasonable 

evidence of the out-of-pocket expenses being claimed by it. 

9.5 This Section 9 and the obligations contained herein shall survive the expiration or termination of 
this Agreement for the period of time that a Recall may be required by applicable laws. 

ARTICLE 10.0 WARRANTIES AND INDEMNIFICATION: LIMITATION OF LIABILITY 

10.1. NORAMCO warrants that the Product at the time of delivery to the carrier shall: 

a} Conform to the Specifications. 

b) Not be adulterated within the meaning of the U.S. Federal Food, Drug and Cosmetic Act 
or any other applicable law, 

c} Be in compliance with all applicable federal, state, provincial, and local Jaws and 
regulations. 

10.2. NORAMCO warrants that it will manufacture Product in compliance with all applicable federal, 
stale, provincial, and local laws including, but not limited to, cGMPs as applied to bulk pharmaceutical 
chemicals as regulated by the FDA as well as all applicable NORAMCO Standard Operating Procedures 
during the term of this Agreement. 

10.3 Indemnification by ACTAVIS. Subject to Section 10.4 of this Agreement, ACTAVIS shall 
indemnify, defend and hold harmless NORAMCO, its directors, officers, and employees (“Noramco 
Indemnified Parties”) against any and al} liability, Joss, damage, loss, cost, or expense (including, without 
limitation, reasonable attorneys’ fees) resulting from any third party claim made or suit (“Liability”) 
brought against NORAMCO to the exient arising or resulting from: (i) the breach by ACTAVIS of its 
Tepresentations, warranties or obligations set forth in this Agreement; (ii) the marketing, sale, handling, 
transportation or storage of finished product(s} which incorporate Product; or (iii) its negligence or 
willful misconduct, except that any of the foregoing arises out of or resulis from NORAMCO’s 
obligations or the negligence or willful misconduct of any Noramco Indemnified Party. 

Indeninification by NORAMCO. Subject to Section 10.4 of this Agreement, NORAMCO shall 
indemnify, defend and hold harmless ACTAVIS, ils directors, officers, and cmployees (“Actavis 
Indemnified Parties”) against any and all Liability brought against ACTAVIS to the extent arising or 
resulting from: (i) a claim of infringement of any patent or the unauthorized use of a trade secret resulting 
from the manufacture or sale of the Product; (ii) the breach by NORAMCO of its representations, 
warranties or obligations set forth in this Agreement or resulting from the breach of its obligations to 
deliver Product in full conformity to the Specifications and all applicable Jaws; or (ii) its negligence or 
willful misconduct, except that any of the foregoing arises out of or results from ACTA VIS" obligations 
or the negligence or willful misconduct of any Actavis Indemnified Party. 
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indemnity Process. Each party agrees, to the extent reasonably practicable, to cooperate with the 
indemnifying party in the defense of any claims made by third party(ies) to which this Section 10 applies, 
including, but not limited to, (i) promptly notifying the indemnifying party and its applicable insurance 
cartier of the Liability to be iademnitied; (ii) allowing the indemnifytng party 10 conduct and control (at 
the cost and expense of such indenmitying party}, al its option, the defense of such a claim and any 
related settlement negotiations, with the exception of a settlement which includes any admission of 
liability by the indemnified party, which admission may only be granted to the indemnifying party by the 
indemnified party in writing; and (iis) affording all reasonable assistance to the indemnifying party (at the 
cost and expense of such indemnifying party) and making no admission prejudicial to the defense of such 
aclaim. Subject to other provisions of this Section 10, the indemnified party may, at its sole cost and 
expense, participate in the defensé of any claim hereunder with counsel of its own choice. 

10.4 Limitations of Liability. NO PARTY SHALL BE LIABLE TO THE OTHER FOR SPECIAL, 
INDIRECT, INCIDENTAL, CONSEQUENTIAL DAMAGES, [NCLUDING (WITHOUT 
LIMITATION) BUSINESS INTERRUPTION DAMAGES OR LOST PROFITS OR REVENUES, 
WHETHER IN CONTRACT OR TORT, EVEN IF SUCH PARTY HAS BEEN MADE AWARE OF 
THE POSSIBILITY OF ANY SUCH DAMAGES AND WHETHER OR NOT, UNDER ANY 
APPLICABLE CIRCUMSTANCES, ANY SUCH DAMAGES ARE REASONABLY FORESEEABLE. 
THIS LIMITATION OF LIABILITY SHALT. NOT EXTEND TO A PARTY’S INDEMNIFICATION 
OBLIGATION UNDER ARTICLE 10; PROVIDED HOWEVER, THAT NEITHER PARTY SHALL 
BE RESPONSIBLE FOR THE PAYMENT OF CONSEQUENTIAL OR INDIRECT DAMAGES 
AWARDED BY A COURT OF LAW ARISING OR RESULTING FROM A CONTRACT CLAIM 
BROUGHT BY A THIRD PARTY. NOTWITHSTANDING THE FOREGOING, A PARTY’S 
INDEMNIFICATION OBLIGATION SHALL COVER THE DEFENSE OF SUCH CONTRACT 
CLAIM. 

ARTICLE 11.0 INSURANCE 

11.1 The parties shall each, at its own cost and expense, obtain and maintain in full force and effect 
the following insurance during the term of this Agreement: (a) Commercial General Liability Insurance 
with per-occurrence and general ageregate limits of not less than $10,000,000; and (b) Product and 
Completed Operations Liability Insurance with per-occurrence and general ageregate limits of not less 
than $10,000,000. [n the event that any of the required policies of insurance are written on a claims-made 
basis, then such policies shall be maintained during the entire term of this Agreement and for a period of 
not less than three (3) years following the termination or expiration of this Agreement plus twelve (12) 
months of discovery. Each policy shall provide that not less than thirty (30) days’ prior written notice 
shall be given to the other party in the event of the cancellation, termination or non-renewal thereof. 
Each party shail name the other party as an additional insurcd on both the Conimercial Liability and 
Products/Complcted Operations Liabitily Insurance policies. 

ARTICLE 12.0 CONFIDENTIAL INFORMATION 

12.1 In carrying out the terms of dus Agreement it may be necessary that one party disclose to the 
other certain information which is considered by the disclosing party to be proprielary and of a 
confidential nature. As used herein “Confidential Information” shall mean any and all. information, 
know-how and data, technical or non-technical concerning any finished drug product or bulk active 
pharmaceutical ingredient, its manulacturc, marketing and sale, which is disclosed and reduced to writing 
under this Agreement as set forth below and which ACTAVIS or NORAMCO identify as proprietary and 
confidential, Confidential Information shall include, but shall not be limited to plans, processes, 
compositions, formulations, specifications, samples, systems, techniques, analyses, production and 

quality control data, testing data, marketing and financial data. and such other information or data relating 
to any finished drug product or bulk active pharmaceutical ingredient or its manufacture, marketing or 
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sale. 

12.2 The receiving party shall not use the Confidential Information for any purpose other than for 
purposes of performing its obligations under this Agreement and shall divulge the information only to 
those of its employees who have a need to know it as a part of the receiving party’s obligations hereunder 
and said employees shall hold the information in confidence pursuant to this Agreement. The receiving 
party shail not disclose Confidential Information to any third party without the written consent of the 
disclosing party. 

12.3. The obligations of confidentiality as provided herein shall terminate five (5) years from the 
expiration or termination of this Agreement and shall impose no obligation upon the receiving party with 
respect to any portion of the received information which (i) was. known to or in the possession of the 
Teceiving, party prior to the disclosure: or (ii) is or becomes publicly known through no fault attributable 
to the receiving party; or (iii) is provided to the receiving party from a source independent of the 
disclosing party which is not subject to a confidential or fiduciary relationship with the disclosing party 
conceming the information; or (iv) is generated by the receiving party independently of any disclosure 

from the disclosing party; or (v) is requited by law to be disclosed to government officials who shall be 
informed of the confidential. nature of such information (provided however, in such event the receiving 
party will give the disclosing party prompt notice thereof so that the disclosing party may seek an 
appropriate protective order prior to such required disclosure. The receiving party will reasonably 
cooperate with the disclosing party in its efforts to seek such protective order). 

12.4 Upon expiration or earlier termination of this Agreement, the receiving party shall, as the 
disclosing party may direct in writing, either destroy or return to the disclosing party all Confidential 
Information disclosed together with all ‘copies thereof, provided, however, the receiving party may retain 
one archival copy thereof for the purpose of determining any continuing obligations of confidentiality. 

ARTICLE 13.0 TERM AND TERMINATION 

13.1 This Agreement shall commence on January |, 2009 (“Effective Date”) and shall continue for an 
initial term of three (3) years. Thereatier, this Agreement shall be automatically renewed for successive 
terms of one (1) year each unless terminated as of the end of the initial term or any renewal term by 
written notice from either party to the other given at least one (1) year prior to the expiration of such 
initial term of renewal term. 

13.2 Either party may terminate this Agreemem for material breach if such material breach is not 
cuted by the breaching party within thirty (30) days following writicn notice of such breach from the non- 
breaching partly or the breaching party is not continuing to make all reasonable efforts, with due 
diligence, to remedy such breach beyond said thirty (30) days. Any termination of this Agreement in 
accordance with this provision shall be effective as of the date of receipt by the breaching party of a 
written notice of termination from the non-breaching party. 

13.3 ACTAVIS shall have the right on sixty (60) days’ prior writien notice to terminate this 
Agreement, without penalty, in-the event, in its sole discretion, the sale of Product manufactured pursuant 
to this Agreement becomes commercially non-viable, if any intellectual property of any third party may 
be infringed, misappropriated or otherwise violated by the manufacture, import, use, sale or distribution 
of the Product or if there is an unacceptable risk from a product liability perspective, or if ACTAVIS 
acquires or merges with another entity, which renders the Product non-viable, or any Regulatory 
Authority-requires ACTAVIS to cease production on Product. 

34 The rights and obligations with respect to indemnification as provided in Article 10.0 and of 
confidentiality as provided in Article 12.0 shall survive the expiration or termination of this Agreement, 
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13.5. Termination of this Agreement for any reason shall not release either party hereto from any 
lability which at such time has already acerued or which thereafter accrues from a breach or-default prior 
to such expiration or termination, nor affect in any way the survival of any other right, duty or obligation 
of either party hereto which is expressly stated elsewhere in this Agreement tu survive such termination. 

ARTICLE 14.0 NOTICES 

14.1 Any notice required or permitted to be given herein shall be deemed to have been sufficiently 
delivered to either party if given by telephone, telex, or cable and confirmed by registered mail, postage 
prepaid, addressed as follows: 

Ito ACTAVIS Actavis Elizabeth LLC 
200 Elmora Avenue 
Elizabeth, New Jersey 07207 

Attention: Tejendra Rao 

With a copy to: Actavis Elizabeth LLC 
60 Columbia Rd., Building B 
Morristown, New Jersey 07960 

Atin: Legal Department 
Facsimile: 973-993-4306 

If to NORAMCO: Noramco Inc. 

500 Swedes Landing Road 
Wilmington, DE 1980] 

Attention: Vice President Worldwide Bulk Analgesics 

14.2 Either party may ftom ume lo time by notice served as set forth above designate a different 
address or a different or additional persen to which all such notices or communications hereafter are to be 
given. 
a 

ARTICLE 15.0 LEGAL REQUIREMENTS 

15,1 All actions to be taken by the parties under this Agreement shall be taken in full compliance with 
all applicable laws and governmental regulations and the provisions of this Agreement shall be so 
construed to effectuate such compliance. 

{5.2 Anything herein to the contrary notwithstanding, ncither party hereto shall be obligated to do any 
act pursuant to any provisions of this Agreement, when to do so would be inconsistent with any law, rule, 
tuling, regulation or order of any duly constituted goveramental body having jurisdiction over either 
party. 

15.3 If any provision of this Agreement is determined to be illegat or unenforceable or incapable of 
construction consisient with legal or regulatory requirements, the enforceability of the other provisions of 
this Agreement shall not be affected and the parties will cooperate in agreeing upon some other method 
of performance which is consistent with the purposes and intents of this Agreement, 
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ARTICLE 16.0 RELATIONSHIP OF THE PARTIES 

16.1 Nothing contained in this Agreement shall be deemed to create a partnership or joint venture 
between the parties, and each of the parties shall be an independent contractor in all matters connected 
herewith, Except as expressly provided herein, neither of the parties hereto shall hold itself out as the 
agent of the other, nor shall either of the parties incur any indebtedness or obligation to the name of, or 
shall be binding on the other, without the prior written consent of the other. 

ARTICLE 17.0 DISPUTE RESOLUTION 

17.1 The parties shall amicably discuss and negotiate any issues that are not specifically set forth 
herein. If any dispute should arise between the parties with respect to this Agreement, the parties shall 
first negotiate in good faith in an attempt to resolve such dispute prior to bringing any legal action. 

17.2 In the event that a controversy or claim arising out of or relating to this Agreement cannot be 
amicably resolved by good faith negotiation between the parties, it shall be resolved by arbitration before 
a single arbitrator in accordance with the Commercial Arbitration Rules of the American Arbitration 
Association (“AAA”) then pertaining (available at www.adr.org), except where those rules conflict with 
this provision, in which case this provision controls. Any court with jurisdiction shall enforce this clause 
and enter judgment on any award. The arbitrator shall be selected within twenty (20) business days from 

commencement of the arbitration from the AAA's National Roster of Arbitrators pursuant to agreement 
or through selection procedures administered by the AAA. Within torty-five (45) days of initiation of 
arbitration, the parties shall reach agreement upon and thereafter follow procedures, including limits on 
discovery, assuring that the arbitration will be concluded and the award rendered within no more than 
eight (8) months from selection of the arbitrator or, failing agreement, procedures meeting such time 
limits will be designed by the AAA and adhered to by the parties, The arbitration shall be heid in New 
Jersey and the arbitrator shall apply the substantive law of New Jersey, except that the interpretation and 
enforcement of this arbitration provision shall be governed by the Federal Arbitration Act. Prior to 
commencement of arbitration, emergency relief is available from any court to avoid itreparable harm. 
Subject to Section 10.4 of this Agreement, the arbitrator shall not award either party punitive, cxemplary, 
multiplied or consequential damages (including but not limited to lost profits) or attorney’s fees or costs. 

17.3 Prior to commencement of arbitration, the parties must attempt lo mediate their dispute using a 
professional mediator from AAA, the CPR Institute for Dispute Resolution, or like organization selected 
by agreement or, absent agreement, through selection procedures administered by the AAA. Within a 
period of forty-five (45) days after the: request for mediation, the parties agree to convene with the 
mediator, with business representatives present, for at least one (1) session to attempt to resolve the 
matter. In no event will mediation delay commencement of the arbitration for more than forty-five (45) 
days absent agrecment of the parties or interfere with the availability of emergency relief. 

ARTICLE 18.0 FORCE MAJEURE 

18.1 Neither party shall be considered in default or be liable to the other for any delay or failure in 
performance of any of its obligations hereunder if caused by circumstances beyond the control of the 
party, including but not limited to Acts of God, fire, civil unrest, strike, disruption utilities or other public 
services, flood, war, order of any court, or other causes which cannot be controlled by the party who 
failed to perform. Each party shall promptly notify the other should such circumstances occur and shall 
promptly take steps to remedy any delay or failure in performance upon removal of the circumstances 
causing such delay or failure. 
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© ARTICLE 19.0 WAIVER 

19.1 The waiver by either party of a breach of any provisions of this Agreement shall not operate or be 
construed as a waiver of any subsequent breach. 

ARTICLE 20.0 ASSIGNMENT 

20.1 This Agreement may not be assigned by cithcr party without the prior written consent of the 
other which consent shall not be unrcasonably withheld. Notwithstanding the foregoing, either 
NORAMCO or ACTAVIS may assign its rights and/or obligations hereunder to any of its Affiliates or in 
connection with any sale of the business to which this Agreement relates. 

ARTICLE 21.0 AMENDMENTS 

21,1 No changes in or additions tw this Agreement shall be binding unless specifically agreed to in 
writing and signed by the duly authorized representatives of the parties. 

ARTICLE 22.0 GOVERNING LAW 

22.1 This Agreement and the righis and obligations of the parties hereto shall be governed by and 
construed in accordance with the internal substantive laws of the State of New Jersey, USA without 
giving effect to choice of law principles. 

© ARTICLE 23.0 ENTIRE AGREEMENT 

23.1 This Agreement constitutes the complete and exclusive statement of the agreement between the 

parties and supersedes all proposals, oral or written, and all other communications between the parties 

relating w the subject matter of this Agreement. 

IN WITNESS WHEREOF, the parties hereto have caused this Agreement to be executed in duplicate by 
their duly authorized representatives as of the day and year first above written. 

Norameo Inc, Actavis Elizabeth LLC 

By: a By: he boa 

{ 
Name: Michael Kindergan Name: Kbviend A. ban 

f - . 
Title: Global Vice President, Marketing & Title:. if Es mante t # leer Tiont 

Business Development 
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EXHIBIT A 

SPECIFICATIONS 

{Attached) 
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NORAMCO inc 
BGC NO: PR-NOR-206 

VERSION: 3.0 
DOC TYPE: PRODUCT SPECIFICATION Page bof 

TITLE: MORPHINE SULFATE, USP (FINE GRADE) 

1.OCATIONS}: ATHENS, WILMINGTON 

  

  

Supersedes PROO26 

VERSION DESCRIPTION 

id Legacy document P0626,7 migrated to EDMS. 

25) Updated Header and Jegacy document.numbers throughout. Updated description section 
(1.0), Updated specifications according w 08-COC-055. (A. Guulding) 

30 Changed the tte of section 3.16 from “Organic Volatile Irnpurities” to “Residual Solvents” 
and updated to eddress USP <467> residual solvent requirements. Added Athens as a 
location for testing (08COC 182 and 08C0C183, A. Gaulding). 
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@ NORAMCO inc 

  

DOC TYPE: PRODUCT SPECIFICATION Page 2 ats 

TITLE: MORPHINE SULFATE, USP (FINE GRADE) 

HENS; WILMINGTON 

  

1o PRODUCT DESCRIPTION 

HOD ry 
y 

. ea 
¢ _HyS0, SHO 

&S L Nous a 5 Ho” 
nb 2 
Ld 

Lea Morphine Sulfate 
— o a CygX 502438 
ct Mol. WL: 758.83 

vB 7.8-Didehydro-4, Sa-Epaxy-! 7-methylmorphinan-3,6c-dicl Sulfate (2:1) (Salt) Pentahydrate 
Ss 

~ 20 ITEM NUMBER 

& Tem No. 770096 

’ SAP No.: 51634004764 

o 
Z. 3.0 PROPERTIES & REQUIREMENTS 

f 34 Description 

White to off-white crystalline solid 

32 Identification —IR Absorption (Current USP <197 A>) 

Matches IR af USP Merphine Sulfate Reference Standard 

(dried @ 145° for 1 hour) 

Ef
fe
ct
iv
e 

33 Identification— Spot Test (Current USP) 

Purple, then bluc-vialer 

34 Identification — Color Test (Current USP) ' 

Blue then dark red-brown CON \ FI HE N TIAL 

35 Identification ~ Sulfate ‘Test (Current USP <191>) 

* Barium Chloride TS: A white precipitate should form that is insoluble in either 
Hydrochloric acid or Nitric acid. 

+ — tlydrochioric Acid: No precipitate should form 

® Lead Acemie TS A white precipitate should form with a neualized sotution of sulfate 
that is soluble in Ammonium Acetate TS. 

  

3.6 Specific Rutation (Curreat USP <781S>) 

Document printed on +107° to -109.5° (Anhydropy Rasigient printed by Effective Date 
08 Jan 2009 - 22:36:01 GMT +01:00 Darby Mary Ann (mdarhy) 0} Dec 2008 60:03:21 GMT +01-00 
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@ NORAMCO anc 
DUC NO: PR-NOR-206 

VERSION: 3.0 
PRODUCT SPECIFICATION Page 3 of 5 

MORPHINE SULFATE, USP (PINE GRADE) 

ATHENS; WILMINGTON 
  

DOC TYPE: 

TITLE. 

LOCATION(S): 

37 

38 

39 
- 
rat 
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@ = 3.13 
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eo 
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3.16 

Document printed an 
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Acidity (Current USP) 

NMT 0.56 ml. is required (6 produce 4 yellow colar 

Water (Current USP Method ( <92{>) 

Between 10.4% and 13.4% 

Residue av Ignition (Current USP <28i>} 

Not more than 0.1%, from 500 mg 

Chioride (Current USP} 

No precipitate or turbidity is produced immediately 

Ammonium Salis (Current USP) 

No odor of ammonia is perceptible 

Lirnit of Foreign Alkaicits (Current USP} 

Not fess than 7.5 ml is required (1.5%) 

Residual Ethanol hy GC (SOP-NOR-1443} 

Nat more than 5000 ppnt 

Assay by HPLC (SOP-NOR- 1443) 

98.0 = 102.0% (Calcutated on the anhydrous basis) 

impurities by HPLC (SOP-NOR-1443} 

Morphine N-Oxide: NMT 6.15% wav 

Morphinone Sulfate: NMT 0.15% wA¥ 

Pseudonwerphine Sulfate: NMT 6.15% wav 

Codeine Suffate: NMTE 0.20% wit 

{individual Unspecified fmparities: © NMT 0.10% way 

Total impurities: AMT ED% wie 

Residual Solvents (Curren USP <A67>) CONFI DENTAL 
To be included on Certificate af Analysis: 

Noramoo's compliance with the current USP <467> residual solvent requirements has been 
demonstrated through ihe use ofa validated test methad te measure solvents likely 1p be present m the 
Morphine Suffate drug substance. Only the Class 3 solvent ethanol is likely tp be present: Residual 
Class 2 solvents are below the Option | limit and resicual Class 3 solvents are below 0.5% (5000 ppm). 
Therefore, Noramco certilics that this material, tested, will comply with the established residual 

organic sulvent specifications of USP <467>. 
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@ NORAMCO inc 

DOC TYPE: 

TITLE, 

LOCATIONS): 

PRODUCT SPECIFICATION 

MORPHINE SULFATE, USP (FINE GRADE} 

ATHENS; WILMINGTON 

4.8 IN-HOUSE PROPERTIES & REQUIREMENTS 

44 

42 

at
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46 
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Color by UVA'IS (Au/g 42400 nm) (SOP-NOR-1443) 

Informative 

Density (SOP-NOR-1443) 

Untapped: informative 
Tapped: faformative 
Volume occupied by 1( grams (untapped); Informative 

insoluble Matter (SOP-NOR-1443) 

Passes test 

(Impurities by HPLC (SOP-NOR-1443) 

Oripavineg Sulfate: NMT 0, 10% wiw 

Apomurphine Sulfate: NMT 0.10% wive 
Thebaine Sulfate: NMT 0.10% whw 

Particle Size by Airjet Analyzer (SOP-NOR-1443) 

#100 Mesh: Informative 

#450 Mesh: NLT 80% passing through 

Particle Size by Malvern Mastersizer (SOP-NOR-1443) 

Median Diameter: 12-25 pm 
Percent Greater than $0 gas: NMT 10% 

Percent Less than 3.5 ain: NMT 30% 

5.0 RETEST DATE 

$ Years fron date of manufacture 

6.6 PACKAGING, LABELING & STORAGE 

6.1 

2 

Document printed on 
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Packaging 

Packaged in doubte polyethylene finers in high-density polyethylene (HDPE) drums. The 
polyethylene finces are twisted and tied with locking de wraps and the drums are secured. 

Labeting 

Eaeh container shal) be clearly marked with at least the following: 

«Contents Name 

« — BatchLot Number 

« Quantity 

Document primed by 

DOC NO: PR-NOR-206 
VERSION: 3.0 

Page 4 of 5 

CONFIDENTIAL 
Effective Date 

O1 Dee 2008 00:03:21 GMT #0100 | 
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BOC NO. PR-NOR-206 
@ NORAMCO wc 

  

VERSION: 3.0 
DOC TYPE: PRODUCT SPECIFICATION Page $ of 5 

TITLE: MORPHINE SULFATE, USP (FINE GRADE} 

LOCATION(S): ATHENS; WILMINGTON 

63 Storage 

Store between [5-40°C as supported by product stability. 

78 SAMPLING REQUIREMENTS 

Analytical: Olaain approximately 100g of sample from a representalive source of each batch in a 
large polyethylen> bag or piastic container. 

Retain, Obiain approximately 80g of sample fron a.represeatative source of each batch in a large 
c polyethylene bag or plastic container. 
7 

od 80 TESTING FREQUENCIES 
= New 

oO Charneteristic TP Lot Retest 

iS IR Absorption Current USP flot NR 
on {dentitw — Spot Test Current USP Mot NR 
5 {dentity - Color Test Current USP thot WR 
c {dentity ~ Sulfate Test Current LISP tot NR 

Specific Rotation Current USP Tot NR 
xB Acidity Current USP Hlot NR 
at Water Current USP Hlot lot 
co Residue on Ignition Current USP Tot WR 
cu Chloride Current USP lflot NWR 

@ 3 Ammonium Satts Current USP Ifot WR 

Limit of Foreign Aikaloids Current USP toi NWR 
& Assay by HPLC SOP-NOR- 1443 Ila Vitet 
Zz. Residual Solvents Current USP NIR WR 
eons Color by UV/VIS SOP-NOR- 1443 Wet NR 

1 Density SOP-NOR-1443 Mot NR 
Do Insoluble Mager SOP-NOR-1443 Viet NWR 
> Impurities by HPLC SOP-NOR- 1443. Mot Ut 

. oan} Ethanol by GC SOEG-NOR- [443 Viot NAR 

oO Particle Size SOP-NOR- 1443 iflot NR 

vo 
Cea NR: Not Required 

CONFIDENTIAL 
; Effective Date 
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EXHIBIT 14



SUPPLY AGREEMENT 

THIS SUPPLY AGREEMENT, effective January 1, 2015 (the “Effective Date”), by and between Noramco, Inc. 
a Georgia corporation, with offices at 500 Swedes Landing Road, Wilmington, Delaware 19801 (“Noramco”) 
and Actavis, Inc., a Delaware limited liability company located at Morris Corporate Center TI, 400 Interpacs 
Parkway, Parsippany, Now Jersey 07054 and each of its Affiliates set forth in Appendix D and made a party to 

this Agreement (hereinafter referred to as “Buyer™). Norumco and Buyer may be referred to herein as a “Party” 
or “Parties” as the context may require. 

WHEREAS, for the APT listed in Appendix B, this Agreement supersedes the Amended and Restated 
Active Ingredient Supply Agreement between Noramco and Watson Laboratories, Inc., dated July 18, 2008, and 
as amended on the following dates: December 21, 2009, January 1, 2011, January 4, 2012 and March 1, 2013. 

WHEREAS, this Agreement supersedes all pre-existing supply agreements and amendments between 
- Noramco, on one hand, end each of Actavis LLC, Actavis Totowa, LLC and Actavis Elizabeth LLC (DE), on the 
other, including the Supply Agreement between Noramco, Inc, and Amide Pharmaceutical, Inc. (to become 
Actavis Totowa, LLC) dated September 7, 2004, and es amended on the following dates: June 15, 2005, January 
31, 2007 and December 21, 2007 and the Supply Agreement between Noramco Inc. and Actavis Elizabeth, LLC 
dated January 1, 2009. 

WHEREAS, Noramco is engaged in the businees of manufacturing and selling active pharmaceutical 
ingredients; 

WHEREAS, Buyer is engaged, intor alia, in the business of manufacturing and/or selling finished 
pharmaceutical products; and 

WHEREAS, Buyer wishes to purchase the active pharmaceutical ingredient(s) for its use in the 
manufacture of the Product (as defined below) and Norameco is willing to supply the active pharmaceutical 
ingredient(s) to Buyer on the terms and conditions of this Agreement. 

NOW THEREFORE, INTENDING TO BE LEGALLY BOUND HEREBY AND IN CONSIDERATION 
OF THE MUTUAL REPRESENTATIONS, WARRANTIES AND COVENANTS SET FORTH IN THIS 
AGREEMENT AND OTHER GOOD AND VALUABLE CONSIDERATION THE RECEIPT AND 
SUFFICIENCY OF WHICH IS HEREBY ACKNOWLEDGED, THE PARTIES AGREE AS FOLLOWS: 

For purposes of this Agreement, the following words or expressions have the meanings provided below: 

“Affiate”- means with respect to either Party, any individual, partnership, association, corporation, 
limited liability company, trust or other legs! person or entity that is controlled by, controls or is under common 
control with that Party. As used herein, “control” of a corporation or other business entity means direct or indirect 
beneficial or legal ownership of fifty percent (50%) or more of the voting interest in, or more than fifty percent 
(50%) of the equity of or the right to appoint fifty percent (50%) or more of the directors or menagers of that 
corporation or other business entity. 

“ANDA” moans an Abbroviated New Drug Application filed with the FDA. 

“APK(s)” - means the active pharmaceutical ingredient(s) listed in Appendix A. 

“cGMP” - ae ae atta fl 
FDA, as applicable to the manufacturing, packaging, handling, storage and contro! of APL 

sd | A 
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“DEA” — means the Drug Enforcement Administration of the US Depertinent of Justice or any successor 
organization, 

“DMEF” - means the Drug Master File as filed with the FDA by Noramco or its Affiliates. 

“FDA” — means the United States Food and Drag Administration or any succcssor organization. 

“Manafactaring laterraptions” — shall have the meaning set forth in Section 8.1. 

“Maneiactoring Quota” — meens the amount of an API allotted to Norameco by the DEA pursuant to 
applicable DEA regulations 50 thet Norameo may manufacture APL : 

“Manufacturing Quota Restrictions” — shall have the meaning set forth in Section 8. 

“Procurement Quota” — means the quota allotted to Buyer by the DEA pursuant to applicable DEA 
Fregulations so as to permit shipment of API from Noramwco to Buyer. 

“Product{s)” - means the finished pharmaceutical product containing the API(s) in all dosage forms 
meuufactured by or for Buyer for commercial sale world-wide, pursuant to an ANDA approved by the FDA or 
similar marketing authorization. 

“Purchase Order” means an order from Buyer given in accordance with the provisions of this 
Agreement specifying a delivery date(s) and quantities of the API(s) to be manufactured by Noramco. 

“Quality Agreement” - means the agreement related to quality asaurance and control to be entered into 
between the Parties in the form attached hereto as Appendix C. 

“Regulatery Authority” - means any and ail governmental bodies and organizations regulating the 
manufacture, importation, distribution, use and/or sale of Product. 

“Specification(s)” - means the API specification(s) contained in Appendix 4 except ax may be agreed in 
writing by Buyer and Noramco as an amendment to this Agreement. 

1 SUPELY 

“LI (@) Buyer shall use commercially reseonable efforts to qualify Noramco’s API for use in 
safficient SKU’s of its Product(s) to meet the requirements of Article 1.2. 

(6) Within 3 months of Noramco obtaining FDA approval of any new active 
pharmaceutical ingredient not produced by Noramco as of the Effective Date (“New API), Buyer shall, 
for ali Products that Buyer has filed with FDA that incorporate such New API, discuss in good faith with 
Norameo the possibility of qualifying such New API and filing appropriate notices to FDA to obtam 
approval to use such New API in its Products; provided, that such qualification is mot specifically 
prohibited by any existing Buyer agreement at the time of the approval of the New APt by FDA. 

12 — Subject to the terms and conditions of this Agreement, for use in connection with the 
mantfacture of Product(s) by Buyer, Noramco shall supply to Buyer and Buyer shal] purchase from 
Noramco a minimum percentage of Buyer's total annual commercial requirements of the APIs) as listed 
in Appendix B for Products. Buyer will keep accurate records of its annuel commercial requirements of 

APXKs), and, upon the request of Noramco, will permit an independent third party mutually agreed upon 
by the parties to examine such records during normal business hours and upon reasonable notice, but not 
more than once per calendar yeer, Soe the parpose af verifying the correctness ofall sosh calculations, 

2 
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© 1.3 Tnaddition to supplying Actavis, Inc. with the APIs in accordance with this Agreement, 
Noramco shall likewise provide APIs ordered by Buyes’s Affiliates set forth in Appendix D and made a 

party to this Agreement in accordance with the terms and conditions of this Agreement. In connection 
with such supply, Actavis, Inc. shall be responsible for its Affiliates’ compliance with the terms and 
conditions of this Agreement. 

2 PERMITS: DME(S) AND cGMP 

2.1 Norameco shall obtain, at its expense, ary Hcenses or permits, and any regulatory and 
government approvals necessary for the manufacture of the API(s) except as otherwise set forth herein. 

2.2 Noremoo, at its sole cost and expense, hes filed or will file and shall maintain a valid 
DMF covering the API(s) for and during the tecm of this Agreement, all in accordance with all applicable 
Jaws, rules and regulstions of the FDA or any other Regulatory Authority. 

2.3. Noramec shall provide Buyer with an access or right of reference letter catitling Buyer to 
make continuing reference to the Noramco DMFs in connection with any regulatory filings made with the 
EDA by Buyer with respect to Product. 

2.4 Norameco shall provide a certificate of analysis with each shipment of API. Ail API sold 
to Buyer under this Agreement will be manufactured in acoordance with cGMP and conform to the 
Specifications and the Quality Agreement. 

  

3.1 On the first day of the month preceding each consecutive calendar quarter (e.g, December 
1, March 1, June 1, and September 1) throughout the term of this Agreement, Buyer shall provide to 

© Noramco a twelve (12) month roiling (e.g. January 1“ to December 31%, April 1“ to March 30°, July 1" to 
Jone 30°, and October 1* to September 30°), non-binding (except es set forth below) forecast (each a 
“Quarterly Forecast”) of the anticipated purchases of API(s) under this Agreement. This forecast will 
include quantities for planned regulatory filings. Subject to the second paragraph of 3.3 below and 
Section 8, the first three months of cach Quarterly Forecast shall be binding on the parties and shall 
constitute a firm commitment to issue a purchase order for and provide supply of the API indicated for 
such months except that Noramco may modify binding volumes according to final weights of available 
batches at time of shipment with the written approval of Buyer. 

3.2 — With respect to any Quarterly Forecast submitted hereunder, the quantity of API(s) 
forecast with respect to each of the first (1") through sixth (6°) months in such Forecast may not deviate 
by more than twenty-five percent (25%) from the quantity of API(s) forecast in the immediately prior 
Quarterly Forecast (so for example, the quantity for the fourth month shall not vary by more than 25% 
from the quantity set forth for the seventh month in the immediately prior Quarterly Forecast, the quantity 
for the first month shall not vary by more than 25% from the quantity set forth for the fourth month in the 
immediately prior Quarterly Forecast, etc.). 

.  Inaddition, with respect to each Quarterly Forecast, Noramco may within twenty (20) days of 
receipt thereof, notify Buyer thatit will not be able to meet Buyer’s anticipated demand as reflected for 
any of months seven through twelve month for any APL In such event, the Parties shall promptly meet to 
discuss in good faith to revise such Quarterly Forecast which shall be resubmitted by Buyer to Noramco 
with amounts mutually acceptable to both Parties. 

3.3. Buyer shall place Purchase Orders for the API(s) with Noramco, specifying quantities in 
kilograms and delivery dates that are not loss than sixty (60) days nor more than one hundred twenty 
(120) days from the date of Noramco’s receipt of the purchase order. Subject to the paragraph below and 

oe 
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© Section 8, Noramco shall supply and deliver such quantities to Buyer as set forth in each Purchase Order 
provided that each purchase order is consistent with the quantity set forth in the applicable binding 
portion of the applicable Quarterly Forecast provided in accordance with Section 32 and the delivery date 
restrictions set forth above. 

Each Purchase Order must be submitted with a certificate of available Proctrement Quota or 5. 
completed DEA Form 222 on an API by API basis which evidences that Buyer chal be able to take 
delivery of the API(s) subject to the Purchase Order, provided however that Noramco, in its reasonable 
discretion, may agree to accept a Purchase Order which specifies on an API by API basis the amounts that 
are contingent upon future receipt of Procurement Quota. In the event that Noramco accepts any 
Purchase Order which specifies that all or a portion of any API is contingent upon receipt of Procurement 
Quota, the supply and purchase thereof shall be subject to Section 8. 

  

4.1 The price of APIs) to be sold to Buyer is as set forth in Appendix B. 

4.2 Buyer shall pay Noramco for all supplied quantities of API within forty-five (45) days 
from the date of invoice; provided thet pending resolution of any dispute under Article 6, Buyer is not 
obligated for any payment payable with respect to API for which Buyer has delivered » written objection 
pursuant to Article 6. 

43 All payments payable for the purchase of AFI will be made by electronic transfer of 
United States Dollars to an account designated in writing by Noramco. 

4.4 _Noramvco will not be obligated to honor orders or shipments to Buyer should Buyer's 
©} account with Noramco fall greater than sixty (60) days in errears after notice thereof to Buyer. 

45 In addition to the price, Buyer shall pay Noramco any and all governmental taxes, 
charges or duties of every kind (excluding any tax based upon Noramco’s net income) that Noremco may 
be required to collect or pay upon sale, transfer or shipment of API(s). 

5.  SHIRMENT OF Ari 

5.1 Noramco shall make deliveries of API to Buyer or its designate DAP Incoterms 2010 
(Buyer's designated facility). 

52  Watany time the financial status of Buyer, or the credit risk involved, shall become 
unsatisfactory to Noramco in its reasonable discretion, or in the event that a Purchase Order is delivered 
where delivery of any API thereunder is contingent upon Buyer securing Procurement Quota, Noramco 
Tay require cash or satisfactory security prior to accepting such Purchase Order or shipments or 
delivers of API hereunder. The election by Noramco to require such cash or security shall not affect the 
obligation of Buyer to take and pay for the contracted APL Noramco shall be entitled to charge interest 
on any overdue sum at the maximum rate of eight percent (8%) per annam. 

  

6.1 All API may be inspected by Buyer and rejected if the API does not mect the 
Specifications or has not been manufactured in accordance with cGMP(s) (any such API, 
“Nonconforming APT”), API will be deemed accepted if Noramceo does not receive written notice from 
Buyer to the contrary, setting forth in reasonable detail the claimed nonconformity, within forty-five (45) 

days after delivery to Bayer of such APT; provided, however, that in the case of Nonconforming APY 

@ a 
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containing non-conformance(s) that are discovered by Buyer more than forty-five (45) days after delivery, 
Buyer shall notify Noramco of any such non-conformance (each 2 “Latent Defect”) promptly following 
discovery thereof. Notwithstanding anything to the contrary contained horein, in the case of Latent 
Defects, Buyer sheil have thirty (30) days from the earlier of: (i) date of discovery of such Latent Defact, 
or (ii) expiration of the Product containing the Nonconforming API, to notify Noramoo of such Latent 
Defect. ‘ 

6.2 Upon receipt of notification as set forth above of Nonconfomming APY (including API | 
exhibiting any Latent Defect), Noranico will have thirty (30) days to inspect the affected API and make a 
Teasonable assessment of the alleged nonconformance. At Noramco’s request, Buyer must promptly 
supply samples of the API that are allegediy Nonconforming API or some other evidence of deficiency 
that Noranco may reasonably specify. If the Parties agree, or there is a determination under Section 6.3, 
that there is a noncouformance, Noramco, at its sole cost and expease shall promptly replace any 
Nonconforming AVI, to be shipped at Noramco’s cost. This shall be Buyer’s sole remedy cther than as 
provided for in Section 7.3 (Recalls) and Section 9.5 (indemnification). Nonconforming API will.be 
returned to Noramco at its expense. 

63 Any dispute between the Parties concerning the rejection of any API which the Parties 
are unable to resolve within a sixty (60) day period will be investigated in accordance with the Quality 
Agreement. If the Parties cennot agree after euch investigation whether the API is in fact Nonconforming 
API, samples will be submitted to a qualified independent laboratory mutually agreed to by Noramco and 
Buyer for testing (or in the event of a dispute related to cGMP, then to a mutually agreed upon third party 
expert for resolution). Such laboratory will use the test methods contained in the spplicable 
Specifications. The determination of confonmance by such Ishoratory (or third party expect) with respect 

to all or part of such API will be final and binding on all parties absent manifest error. The fees and 
expeases of the laboratory (or third perty expert) incurred in making such determination will be paid by 
Noramoo, if the determination is made against Noramco or by Buyer, if the determination is made against   

  

7.1 During the term of this Agreement, Noramco shail assist Buyer with any necessary 
investigation arising from customer complaints relating to Product in accordance with the Quality 
Agreement. Without in any manner limiting the foregoing, each of Buyer and Norameco shall comply 
with FDA requirements for complaint handling. Buyer shall maintain a system for monitoring, 
investigating, and following up on adverse event reports received by it involving Product(s), and shall 
provide prompt notice to Noramco of any Product complaints, including, but not limited to, information 
concerning adverse drug events that are required to be reported to FDA, side effects, injury, toxicity, or 

72 Each Party shall notify the other Party of any regulatory action or other action conceming 
the safety of the API or the Product in accordance with the Quality Agreement, including but not limited 
to FDA inspection reports, warning letters or import alerts. 

73 In the event of a recall that does not result from the breach of Noramco’s obligations 
under Section 2.4 hereof to manufacture API in accordance with oGMP and the Specifications, as 
between Noramco and Buyer, Buyer shall (a) be responsible for the expenses of the recall, and (b) 
reimburse Noremco for any costs reasonably expended by Norameco to assist Buyer to effect the recall; 
provided, however, that Noramco shall, subject to Sections 10.4 and 10.5 , bear the direct expenses of a 
recall t0 the extent such recall is caused by the breach of Noramco’s obligations under Section 2.4 hereof 
to manufacture AP! in accordance with cGMP, the Quality Agreement and the Specifications. For the 
purposes of this Section 7.3, the direct expenses of recall shall mean the expenses of notification and fe 
destruction or return of the recalled Product, the cost of the Product and expenditures made by Buyer or 
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its Affiliates in connection with the distribution of such Product, and any penalties or damages owed by 
Buyer or its Affiliates in connection with the recall. 

  

8.1 Manufacturing Interruptions. Buyer acknowledge thatthe dy t day manufacturing 
ale stanse sorbet triongy-ka sien Wins sudo “Se eal sean airs 

slow-downs, suspensions and reductions, duc to variety of reasons in the ordinery course of business 
(“Manufacturing Interraptions”’). If Noramoo believes that a Manufacturing Interruption is 
likely to result in a matedial reduction of API available to be delivered to Buyer, Norameco shall provide 
notice to Buyer and consult with Buyer about such Manufacturing Interruption prior to or as soon a5 
reasonably possible after the commencement of such Manufacturing Interruption. After any 
Manufacturing Interruption resulting in a material reduction of API terminates, Noramco shall promptly 
communicate 0 Buyer regarding such Manufacturing Interruption, the reason therefore, and provide 
notice of the resumption of full supply. 

  

f irictions. It is the sole responsibility of Noramco, and Noramco 
shall ue commercially rousonsble efforts, to abtsia Manufacturing Cructa for API(s) proviced that Buyer 
shall reasonably cooperate with Noramco to assist in obtaining Manufacturing Quota. Buyer furthor 
acknowledges that the production and supply of API is contingent upon DEA rules, orders, or directives, 
related to manofacturing quota for API(s), that may limit or restrict the manufacture or supply of any API 
‘by Noramco to Noramco’s customers (“Manufacturing Quota Restrictions”). If Noramco believes that a 
Manufacturing Quote Restriction is reasonably likely to result in a material reduction or suspension of the 
delivery of an API to Buyer, Noranvo shall promptly consult with Buyer to coordinate with respect to 
their respective obligations in accordance with Sections 8.4 and B.5. 

P Fictions It is the sole responsibility of Buyer, and Buyer shall 
use commercially reasonable efforts, to obtain Procurement Quots for APIG) provised that Noramco shal 
reasonably cooperate with Buyer to assist Buyor in obtaining Procurement Quoix. Noramco 
acknowledges that Buyes’s receipt of API manufactured by Noramco is contingent upon DEA rules, 
orders, or directives related to the procurement quota for APK(s) that may limit or restrict Norameco’s 
customers from receiving API manufactured by Noramco (“Frocarement Quota Restrictions”). If Buyer 
believes that a Procurement Quota Restriction is reasonably likely to result in Buyer’s inability to take 
delivery of an API from Norameo in acoondance with the delivery date set forth in a Purchase Order, 
Ree ese ee MeRMcO tp coordinate with reepect to their mapective Obigations ia 
accordance with Section 8.4. 

84  Failureto Obtain Quote. Each Party shall use reasonable commercial efforts to prepare 
and plan for the supply and purchase of API(s) against Purchase Orders to be given in accordance with 
the Quarterly Forecasts in anticipation of each Party receiving applicable quota from the DEA. However, 

in the event that « Party has not obtained the necessary Manufacturing Quota or Procurement Quota, as 
jhe case ay bo, 10 allow it to perform is obligations under this Agresmen, such Party shall promptly 
inform the other Patty in writing. In the event that there is not sufficient Manufacturing Quota 
Procurement Quota with respect to an outstanding Purchace Order for an APL such Purchase Order shal 
nonetheless remain valid and binding upon the Parties provided that the Purchase Order delivery date will 
be adjusted by the Parties for a period not to exosed ane month so 2s to permit receipt of the necessary 
Mannfacturing Quota or Procurement Quota as the case may be. In the event that Manufacturing Quota is 
not received within one month of the original delivery date, then such Purchase Order may be, but is not 
required to be, revoked by Buyer by written notice to Noramco. Cancellation of such Purchase Order 
shall be Buyer's sole and exclusive remedy due to a Manufacturing Quota Restriction. In the event that 
Buyer has not obtained Procurement Quota within one month of the original delivery date, then such 
Purchase Order may be, but is not required to be, revoked by Noramco by written notice to Buyer in pe 

  

which event cancellation of such Purchase Order shall be Norameco’s sole and exclusive remedy due to a 
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Procurement Quota Restriction provided however that Buyer shall not be relieved of its minimum 
purchase requirement. Alternatively, Noramco may elect in lieu of cancellation, to store such API subject 
to such Procurement Quota Restriction for a period not to exceed three months after the scheduled 
delivery date at Buyer's reasonable expense. If Buyer still has not obtained Procurement Quote by the 
end of such three month period Noramco may, in its sole discretion, determine to dispose of such API at 
Buyer's reasontble expense and involoe Buyer for full pryment for such APL under the applicable 

  

if Buyer recognizes that, due to 
omnia ing eee ee ease oF Mcnietator Gucts 

Restrictions, Norameo may produce less API in any given time period then anticipated, and that Noramco 
tay, in its reasonable discretion, allocate its available supply of API among its customers, itself, and its 
Affiliates on such besis as Noramoo deems fair and reesonable. Notwithstanding the above, Noramco 
shall (i) use commercially reasonable efforts to minimize interruptions in the supply of API, and (ii) use 
commercially reasonable efforts to coordinate with Buyer to mitigate against the couseqnences of any 

Quota Restrictions. 

  

Noramco shall not be held liable to Buyer for any damage, Tnomavenience of any other conseyoenece that 
may arise from any Manufictoring Interruptions or Manufacturing Quota Restrictions beyond its 
ressonable control. In the event that Manufacturing Quota is not received within one month of the 
original delivery date, then such Purchase Order may be, but is not required to be, revoked by Buyer by 
written notice to Noramco. Cancellation of such Purchase Order shall be Buyer’s sole and exclusive 
remedy due to 2 Manufacturing Quota Restriction; provided, however, that Buyer shall alzo be relieved of 
its minimum volume sonunitment {as set forth in Appendix B) for such affected API(s) im the calendar 
year during which a Manufacturing Interruption and/or Manufacturing Quota Restriction occurs. 

  

9.1 Noramco hereby represents, warrants end covenants to Buyer that: 

RL it has the corporate authority to enter into this Agreement and to perform 
its obligations hereunder, and 

9.1.2 it is not subject to any legal, contractual or regulatory restriction, 
limitation or conditions that may affect adversely its sbility to perform hereunder. 

9.2 Buyer hereby represents, warrants and covenants to Noramco that: 

9.2.1 it has the corporate suthority to enter into this Agreement and to perform 
its obligations hereunder; and 

922 it is not subject to any legal, contractual or regulatory restriction, 
linuitation or conditions that may affect adversely its sbility to perfonn hereunder. 

93 Noramco further warrants that 

(a) API manufactured hereunder shall conform with the Specifications and is not contaminated or 
adulterated; 

(b) API shall be manufactured hereunder in accordance with ell applicable laws and regulations, 
the Quality Agreement, GMP and the Drug Master File; and / 

@ 
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(c) Neither Noramco nor any of its employees have been “debarred” by the FDA or other 
authority, nor have debarment proceedings against Noramco or atiy of its employees been 

commenced. Noramco will promptly notify Buyer in writing if any such proceedings have commenced or 
if Norameo, or any of its employees are debarred by the FDA or other Regulatory Authority. 

9.4 THE PARTIES AGREE THAT, EXCEPT AS EXPRESSLY SET FORTH IN 
THIS ARTICLE 9, NEITHER PARTY MAKES ANY REPRESENTATIONS OR EXTENDS 
ANY WARRANTIES OF ANY KIND AND THE LIMITED REPRESENTATIONS AND 
WARRANTIES CONTAINED IN THIS ARTICLE 9 ARE THE SOLE REPRESENTATIONS 
AND WARRANTIES WITH RESPECT TO THE APIs) AND THE PRODUCT(s) AND ARE 
MADE EXPRESSLY IN LIEU OF AND EXCLUDE ANY IMPLIED WARRANTIES OF 
MERCHANTABILITY, OR FITNESS FOR A PARTICULAR PURPOSE, OR NON 
INFRINGEMENT OF THIRD PARTY PATENT RIGHTS AND ALL OTHER EXPRESS OR. 
IMPLIED WARRANTIES PROVIDED BY APPLICABLE LAW, INCLUDING BUT NOT 
LIMITED TO THE UCC AND THE UN CONVENTION ON CONTRACTS FOR THE 
INTERNATIONAL SALE OF GOODS. 

9.5 Noramco and Buyer shall maintain comprehensive general liability insurance, 

et a minimum of five million dollars ($5,000,000) per occurrence and ten million 
dollars ($10,000,000) in the aggregate. Each party shall maintain sach insurance during the term 
of this Agreement and, thereafter, for so long as it customarily maintains insurance for itself for 
similar products and activities, Each party shall cause the other party to be named as an 
additional insured under such insurance and shall provide the other party proof of such insurance 
upon request. In liew of the insurance policies required hereby, the Parties shal] have the right to 
provide the above coverage through a program of self-insurance upon written notice to the other 
Party. ‘ 

  

10.1 Buyer shall indemnify, defend, save and hold Noramco and each of its Affiliates and their 
feepective officers, directors, employees and agents (each a “Norameco Indemmitee”) harmless from and 
against any liability, loss, coats, damage and/or expense, including without limitation, reasonable 

attomeys, experts and consultants fees and disbursements: (“Loes or Losses”) in connection with any and 
all suits, investigations (governmental or otherwise), claims, proceedings or demands (each an “Action’”) 
initiated or filed against a Noramco Indemnitce by a third party to the extent resulting from, or arising out 
of (i) any breach of any representation, warranty or covenant hereunder by any Buyer Indemmitee (ii) a 
Buyer Indemmitee’s negligence or willful misconduct in connection with performance under this 
agreement or (iii) Buyer's, manufacture, use or sale of Product, in cach case except to the extent of 
Noramco’s indemnity obligations described below. 

10.2 Noramco shall indemnify, defend, save and hold Buyer and each of its Affiliates and their 
respective officers, directors, employees and agents (each a “Buyer Iademmitee”) harmless from end 
against Loss or Losses in connection with any Action by a third party to the extent resolting from, or 
arising out of (i) any breach of any representation, warrenty or covenant hereunder by s Noremco 
Indemnites or (ii) a Noramco Indemnitee’s negligence or willful misconduct in connection with 
performance under this agreement, in each cate except to the extent of Buyer's indemnity obligations 
described above. 

10.3 Upon the occurreace of an event that requires indemnification as set forth above, the 

of the natare of the event and basis of the indemnity olaim and further expressly stating therein that itis 
seeking indemnity pursuant to this Agreement. For the avoidance of doubt, and without prejudice to the 
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indemnified Party’s obligation to give prompt written notice, an indemnifying Party’s knowledge of 
events or circumstances pursuant 10 which an indemnified Party might seek indemmification, including 
but not limited to correspondence between the Parties regarding a matter for which indemnity is not 
expressly sought, shall not constitute the notice required by this provision, and any attorneys, experts or 
consultant fees or expenses incurred by an indemnified Party prior to proper notice shall be the sole 
responsibility of such Party; provided however that the failure of such timely notice shall not bar any 
indemnification claim waless the indemnifying Party shall be or has been materially prejudiced by failure 
to receive such timely notice The indemnifying Party will have the right, at its expense and with counsel 
of its choice, to defend, comtest, or otherwise protect against any Action. The indemnified Party will also 
have the right, but not the obligation, to participste, at its own expense, in the definse thereof with 
counsel of its choice. The indemmified Party shall cooperate to the extent reasonably necessary to assist 
the indemnifying Party in defending, contesting or otherwise protesting ageinst any Action, provided that 
the reasonable cost in doing ao is paid for by the indemnifying Party. If the indemnifying Party fails 
within thirty (30) days after receipt of notice (i) to notify the indemnified Party of ite intent to defend, or 
Gi) to defend, contest or otherwise protect against any Action or fails to diligently continue to provide the 
defease after undertaking to do so, the indeumified Pasty will have the right upon ten (10) days prior: 
‘written notice to the indenmifying Party to defend, settle and satisfy any Action and recover the costs of 
the same from the indemnifying Party, No Action may be settied other than by the Party defending the 
same, and then only with the consent of the other Party, which shall not be unreasonably withheld; 
provided, however, that the indemnifying Party shall have no obligation to obtain the consent to.any 
settlement of any Action that docs not impose on the indemnified Pasty any liability or obligation. 

10.4 Unless included in Losses under Section 10.1 or 10.2 above, and excluding liabilities 
associated with breach Article 11 (Confidentiality) below, neither Party shali be Hable to the other Party 

for special, indirect, incidental, punitive or consequential damages (including, but not limited to loss of 
. profits or loss of opportunity), or lost profits oven if designated direct damages, whether in contrect, 
warrenty, Degligence, fort, strict liability or otherwise even if such Party has been advised of the 
possibility thereof. 

10.5 In addition, Noramco’s maximum liability to Buyer and Buyer’s Affiliates set forth in 
Appendix D under this Agreement, incinding its indemnity obligations and obligations under Section 7.3, 

shail aot exceed five million dollars ($5,000,000). 

11.1 Each Party agrees that (i) it will not disclose any Confidential Information to any third 
party at any time during the term of this Agreement without the prior written consent of the disclosing 
Party (ii) it will not make use of any Confidential Information of the other Party for any purpose other 
than for the purposes set forth in, or in furtherance of the transactions contemplated by, this Agreement 
sod (iii) it will use all reasonable efforts to prevent unauthorized publication or disclosure by any Person 
of Confidential Information. Notwithstanding the foregoing, a Party may disclose Confidential 
Information of the disclosing Party to its Affiliates, and to its and their directors, employees, consultants, 
and agents in each case who have a specific need to know such Confidential Information and who are 
bound by a like obligation of confidentiality and restriction on use. 

112 Notwithstanding the foregoing, either Perty may upon reasouable prior written notice to 
the other Party disclose Confidential Information ea required by law, regulation or court order provided, 
however, that the receiving Party provides prior written notice of such disclosure to the disclosing Party 
and takes reasonable and lawful actions to avoid or minimize the degree of such disclosure. 

113 Ail Confidential Information in any form must be returned to the Party who disclosed the ff | 

  
Confidential Information within thirty (30) days of the termination or expiration of this Agreement, save 
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for the retention of one copy of the Confidential Information by the receiving Party as a record of the 
receiving Party's ongoing confidentiality obligations under this Agreement which copy shall either be 
returned to the Party who disclosed the Confidential Information within thirty (20) deys after the ten-year 
period referred to in Section 10.4 or, if not retumed, shall continue to be subject to the confidentiality 
provisions of this Agreement indefinitely. 

11.4 The confidentiality and non-use obligations of this Agreement shall remain in effect 
daring the term of this Agreement and for a period of five (5) years theresfter. 

11.5 “Confidential Information” - means all information, data and/or know-how (i) disclosed 
by either Party electronically or in writing to the other Party concerning the API or the Product or 
concerning the technology, marketing strategies or business of the disclosing Party (whether disclosed. 

prior to or subsequent to the Effective Date) and (ii) any other information pertaining to the Product or the 
API whioh is disclosed by the Parties orally or visually and which is subsequently memorialized in 
writing by the disclosing Party and/or Affiliate within thirty (30) days of such disclosure. Confidential 
information does not include information, data or inow-how that the receiving Party can show: 

(@) was in the public domain at the time of the disclosure to the receiving Party, or thereafter 
became part of the public domain without any fault of the receiving Party; 

(b) rightfully was in its possession prior to the disclosure by the disclosing Party; 

(c) was lawfully obtained from a third party, who had the right to make such disclosures as 
evidenced by written records; or 

(@ was developed by the receiving Party independently of that disclosure as evidenced by 
‘written records by individuals who did not have socess to Confidential Information, 

  

12.1 If Noramco’s process of manufacture of an API becomes or is likely to become the 
subject of an infringement claim or action, Noramco may at its sole option: (i) procure, at a cost to be 
reasonably allocated between the Parties, the right to use the applicable intellectual property in the 
process for manufacture of such API; (ii) modify the process of manufacture to render it non-infringing; 
or (iti) if, in Noramco’s sole discretion, neither (i) nor (ii) above are commercially reasonable, terminate 
Noramco’s obligations (and Buyer’s rights) hercunder with respect to further supply of API. 

12.2 _ All right to and interests in Noramco's and its Affiliates’ intellectual property including 
any improvements thereto will remain solely with Noramco and its Affiliates and no right or interest 
therein is transferred or granted to Buyer except as expressly provided for herein. Buyer agrees that it 
does not acquire a license of any other right to Noramco’s or its Affiliate’s intellectual property or 
improvements thereto. Noramco and its Affiliates expressly reaerve all patent rights related to the API, 
including but not limited to therapentic uses in end products, drug delivery technology, or otherwise. 

Notwithstanding the foregoing or any other language in this Agreement, Noramco hereby grants to Buyer 
a fully paid-up and royalty-free, worldwide right and license under Noramco’s (and, as applicable, its 

Affiliates’) intellectual property to use and sell, test, study and/or otherwise exploit the API supplied 

  

    
13,1 The initial term of this Agreement commences as of the Effective Deto end shall expire f 

on December 31, 2016 unless sooner terminated as expressly provided for in this Agreement. Thereafler, i 
the Agreement automatically renews for additional terns of one (1) year each, unless written notice of 
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termination is givan by a Party to the other at least twelve (12) months before the expiration of the initial 
term or completion of the renewal year as the case may be. 

132 This Agreement tuay be terminated by either Party by giving written notice to the other if 
the other Party (the "Breaching Party”) is in material breach or default of any of its obligations 
hereunder (inclading, without limitation, any payment obligations) as follows: (i) the terminating Party 
must send written notice of the material breach or materia) default to the Breaching Party, and (ii) the 
termination becomes effective forty-five (45) days after written notice thereof was provided to the 
Breaching Party, unless the Breaching Party has cared that material breach or default prior to the 
expiration of the forty-five (45) day period or if that material breach or material default is not capable of 
being cured within that forty-five (45) day period, then the Breaching Party has commenced activities 
reasonably expected to cure that material breach or material defiult within that forty-five (45) day period 
and thereafter uses diligent offorts to complete the cure es scon 2s practicable, but in no event may thet 
such period exceed sixty (60) days. 

13.3 Either Party may terminate this Agreement without prior notice to the other upon thy 
occurence of any of the following involving the other Party: 

@ that other Party files a petition seeking an order for relief under the Federal 
Bankraptcy Coile (Title 11 of the United States Code), as now or hereafter in effect, or under 

similar law (including non-United States law), or files a petition in bankruptcy or for 
teorganization or for an arrangement pursuant to any state bankruptcy law or any similar state 
iaw(including non-United States law); or 

Gi) an involuntary case against that Party as debtor is commenced by a petition under 
the Federal Bankruptcy Codes (Title ior ho Usiod Sane Coteh wave or bereter mraties 
or under similar lsw Gnoluding non-United States law), or a petition or answer proposing the 
adjudication of that Party as » bankrupt or its reorganization pursuant to any state bankruptcy lew 
of any similar state law (including non-United States law) is filed in any court and not dismissed, 
discharged or denied within sixty (60) days after the filing thereof; or 

Gil) ~—_ a. custodian, receiver, United States Trustee, trustee or liquidator of that Party or 
of all or substentially all of that other Party's property is appointed in any proceedings brought by 
that Party; or if any custodian, receiver, United States Trustee, trustee or liquidator is appointed in 
atty proceedings brought against that Party and is not be discharged within sixty (60) days after 
that appointment, or if that Party consents to or acquiesce in that appoimiment; cr 

Gv) if that other Party generally does not pay its debts as thons debts became dus, or 
makes an assignment for the benefit of creditors, or admits in writing its inability to pay its debts 
generally as they become due. 

13.4 Any expiration or termination of this Agreement does not release the parties from 
liabilities or obligations accrued as of the date thereof. The obligations undertaken by each Party under 
Articles 10 (indemnification; Consequential Damages; Limitations of Liability), 11 (Confidentiality), 12 
(ntellectnal Property; Reservation of Rights), 15 (Notices) and 19 (Dispute Resolution) shall survive 

termination and/or expiration of this Agreement indefinitely or for such shorter period as is provided in 

  

be construed as establishing a partnership or joint venture relationship between the Parties hereto. No Party hes 
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the right to enter into any agreements on bebalf of the other Party, nor may it represent to auy person that it has 
that right or authority. 

i5 NOTICES 

All notices, requests, demands and other comnumications under this Agreement shall be in writing and shall be 
deemed to have-been duly given if delivered, addressed or telecopied to the address or telecopier number set forth 
below and shall be deomed to have been made: (7) on the date of service if served personally on the Party; (ii) on 
the second business day after delivery to an coutier service if first available delivery is indicated and 
paid for; (iii) on the third business day after mailing if mailed to the Party to whom notice is to be given, by first 
class mail, registered or certified, postage prepaid; or (iv) on the date of transmission, if sent by telecopier and 
confinnation of transmittal is received by the transmitting Party. Any Party may change its address for purposes 
of this Article by giving the other Party’s written notice of the now eddress in the mannor set forth above. 

16 

If to Buyer: 

Ifto Noramco: 

FORCE MAJEURE 

Buyer 
. Actavis LLC 
Mosris Corporate Center Il 
400 Interpace Parkway 
Parsippany, New Jersey 07054 

Attention: President 

With a copy to: 
Actavis Inc. 
Morris Corporate Center TI 
400 Interpace Parkway 
Parsippany, New Jersey 07054 

Attn: Legal Department 

Email: USLegal@sctavis.com 

Nerameco, Inc. 
500 Swedes Landing Road 

Wilmington, Delaware 19801 
Attention: Vice President Marketing & Business Development 
Facsimile No.: 302-761-2913 

16.1 Neither Party will be liahle for non-performance or delay in the fulfiliment of its 
obligations when that non-performance or delay is occasioned by any cause beyond the reasonable control 
of Buyer or Noramco, as the case may be, including without limitation, acts of God, fire, flood, 
earthquakes, explosions, sabotage, strikes, or labor disharbances (regardless of the reasonableness of the 
demands of the labor force), civil commotion, ricts, military invasions, wars, failure of utilities, failure of 

carriers, inability to obtain any required raw material, energy source, equipment, iabor or transportation, 
at prices and on texms Norameo deems reasonable from its usual sources of supply or any acts, restraints, 
Tequisitions, regulations, or directives issued by a competent government authority, including changes in 
law or regulation (“Force Majeure Events"); provided, however, that a Force Majeure Eveat shall never 
excuse a Party from paying any som of money owed under the terms of this Agreement. L 
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162 In the event that either Party is prevented from discharging its obligations under this 
Agreement on account of a Force Majeure Event, that Party shall promptly notify the other, and shall 
nevertheless make every reasonable endeavor, in the utmost good faith, to discharge its obligations, even 
ifin a partial or compromised manner. In the event that a Forcs Majeure Event continues for a period of 
ninety (90) consecutive days, or for periods witich aggregute ninety (90) days during amy three hundred 
sixty five (365) day cycle, the Party not claiming the Force Majeure Eveat will be entitled to terminate 
this Agreement forthwith, but without penalty or liability to the Party affected by the Force Majeure 
Event, on written notice to the Party claiming the Force Majeure Event, provided that such termination 
shall not affect any Party’s entitlement to amounts which have accrued or became due prior to the 
termination. 

17 

This Agreement, including the appendices hereto which are incorporated by reference, constitutes the entire 
agreement of the Parties with respect to its subject matter and supersedes all prior agreements, arrangements, 
dealings and writings between the Parties that relate to the matters covered herein. Any terms and conditions of 
an invoice, acknowledgement or similar document provided by Noramco for APT, or any terms and conditions of 
purchase orders provided by Buyer for API which are inconsistent with or in addition to the tens of this 
Agreement shall be null and void. This Agreement may not be amended or modified except in writing execited 
by the duly suthorized representatives of both Parties. 

18 WAIVER 

No waiver of'a breach or default hereunder will be considered valid unloss in writing and signed by the Party 
giving that waiver, and no waiver will be deemed a waiver of any subsequent breach or default of the same or 
similar nature. 

19 = DISFUTE RESOLUTION 

19.1 Any controversy or claim arising ont of or relating to this Agreement, including any such 
controversy or claim involving any Affiliate of any Party (a “Dispute”), shall be resolved by arbitration in 
accordance with the Commercial Arbitration Rules of the AAA (“AAA Rules”: see www_adrore) and the 
Federal Arbitration Act, 9 U.S.C. §1 et seq.. The arbitration shall be conducted in New Jersey, by one 

arbitrator appointed in accordance with the AAA Rules. 

  

19.2 The arbitrator shall follow the ICDR Guidelines for Arbitrators Concerning Exchanges of 
Information in managing end ruling on requests for discovery. The arbitrator, by accepting appointment, 
undertakes to oxert her or his best efforts to conduct the process so as to issue an award within cight 
months of her or his appointment, but failure to meet that timetable shall not affect the validity of the 
award. 

193 The arbitrator shall decide the Dispute in accordance with the substantive law of New 
Jersey. The arbitrator may not award special, indirect, incidental, punitive or consequential damages 
(cluding, but not limited to loss of profits or Joss of opportunity), or lost profits even if designated direct 
damages, nor may the arbitrator apply any multiplier to any award of actual damages, except as may be 
required by statute. The award of the arbitrator may be entered in any court of competent jurisdiction. 

20 «=«SEVERABILITY 

Should any part or provision of this Agreement be held unenforceable or in conflict with applicable law, the 
invalid or unenforceable pert or provision will, provided that it does not go to the essence of this Agreement, be 

replaced with a revision that accomplishes, to the extent possible, the original commercial purpose of that part or wa so © 
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© provision in 2 valid and enforceablo manner, and the balance of this Agreement remains in full force and effect 
and binding npon the Partics hereto. 

  

This Agreement may not be assigned or otherwise transferred by a Party without the prior written consent of the 
other Parties; provided, however, thet either Party may, without such consent, but with notice to the other Parties, 
assign this Agreemect, in whole or in part, (a) in connection with the transfer or sale of all or substantially ail of 
its assets or the line of business for the API or Product to which this Agreement relates, (b) to a successor entity or 
scquirer in the event of a merger, consolidation ot change of control, or (c) to any Affiliate. Any purported 
assignment in violation of the proceding sentence will be void. Any peculted eadlgace wil sac dh rigs wed 
obligations of its assignor under this Agreement. 

22 «= COUNTERPARTS 

This Agreement may be executed in counterparts, each of which wil! be an original as against either Party whose 
signature appears thereon, but all of which together constitutes one and the same instrument. 

  

‘The representations, warranties, covenants and agreemonts set forth in this Agreement are for the sole benefit of 
the parties hereto and their successors and permitted assigns, and they will not be construed as conferring any 
rights on any other persons. 

2% = PUBLICITY 
© Neither Party may make any press release or public statement regarding the subject matter of this Agreomext or 

the existence thereof or use the other Party’s or its Affiliates’ names, trademarks, logos, symbols or other image in 
_ say form of advertising, promotion or publicity without the prior written consent of the other Party, except to the 
extent that the press release or public statement may be required by epplicable law. 

{Remainder of Page is Intentionally Blank] 
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IN WITNESS WHEREOF, each of the parties has executed this Agreement effective as of the date set 
forth above. , 

  
@ ° 
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APPENDIX B 

Pricing is herewith set as follows: 

efor Cale: er Sy 

Ininimum volume commitment! on eo Pe 

we 
en a 
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‘ hioride, Noramco agrees to a price of $1600 per KG beginning January 1, 2016, provided 
‘Buyer has submited s val and appropriate request for change tothe FDA pele to Ieeumry © 2016, for 
authorization to use the product currently known as Oxy3, whose specifications are included herein for reference, 
regardless of whether FDA has provided such approval prior to January 1, 2016. Otherwise, price shall be 
$1700/kg until sich time as Buyer complies with the aforementioned 

For Codeine Phosphate, Noramco agrees to a price of $800 per KG beginning January 1, 2015, provided Buyer 
has sobmitied a valid end appropriate request for change to the PDA prior to January 1, 2015, for authorization to 
use the product currently known as “Tasman” whose specifications are included herein for reference, regardless of 
whether FDA has provided such approval prior to January 1, 2015. Otherwise, price shall be $900/kg until such 
time as Boyer complies with the condition and Buyer agrees to pay an additional $100 per KG for any Codeine 
Phosphate porchased at $800 per KG beginning from the Effective Date of the Agreement. 

For Mo:phine Sulfate, Noramco shail sell to Buyer at a price per KG based on the following formola: 

Price for Calendar Year = 2014 Price + 85% (prior year pricekkg of Tarkish Morphine - $520), 

except that at no time during the term of this contract or the renewal thereof, shall prices excesd $950 per KG 
without mutual agreement of the Buyer. The 2014 Price shall be $850/kg. 

For example: Hf the peice of Turkish Morphine in 2015 is $530, the price to Buyer of Morphine Sulfinte would be 
SESW kg + $8.50skg (85% of $530/kg-$520/kg)= $858.5UVkg. Likewise, if the price of Turkish Morphine in 2015 
is $510, the price to Buyer of Morphine Sulfate would be $850/kg + (- $8.50/kg) (85% of $52 O/kg-S520/kg) = 
$841.50/kg. 

17 p 
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If after (twenty four) 24 months following the Effective Date, Buyer receives a “qualified” written offer from a 
reputable United States producer not controlled by or controlling Buyer, to supply in place of Noramco, all, or a 
minimum of one (1) year supply of API remaining to be supplied hereunder which is of like quality, for a like use 
and deliverable in like quantities, at the price defined below, and Buyer determines that it is willing to accept such 
offer, then upon Buyer's written notice stating all of the terms and conditions, including the quantity that Buyer 
intends to purchase of the competitive offer, Noramco may by written notice within thirty (30) days of receipt of 
Buyer's notice: (a) meet the competitive offer for the quantity that Buyer mtends to purchase from the 
competitive sourve and amend this Agreement accordingly; of (b) choose not to meet such offer but instead 
deduct from the quantity provided for in this Agreement the quantity that Buyer intends to purchase from the 
competitive source, and amend this Agreement accordingly. 

A reputable United States producer mnst meet the following criteria in order to qualify: 

L. offer the subject API at a price that is 10% or more lower than the average price per kilogram paid by 
Buyer in the last twelve.(12) months under the terms of this Agreement; and, 

2. offer an API that Buyer has received approval from the Federal Drug Administration to use in the 
Buyer's formulation at the time of offer 

Actavis, Inc. shall manage any request for a meet or release price adjustment on behalf of itself and any Buyer 
’ Affiliate set forth in Appendix D. Any adjustment agreed in accordance with such process shall apply to all | 
Buyers under this Agreement. 

18 | | Gy 
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Norameo, Inc., 500 Swedes Landing Road, Wiknington, DE 19881 
Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

TO: Eddy Crex 
FROM: M. Eciar, QA Speciolist SBaiy 
DATE: N27/14 

CUSTOMER SPECIFICATION REVIEW 

_ Morphine Sulfate, USP (Fine Grade) 
Active Pharmaceutical Ingredient 

NORAMCO EDMS Specification No.: DS-SPE-18424 

     

SAP No. 51634001701 

The following NORAMCO Inc. test specifications MATCH the customer's test specifications, 
  

  

  

  

  

  

  

  

  

  

  

  

  

  

TEST LIMIT 

Description ‘White to off-white crystalline solid 

@ eatifioaton — IR Absorption (Cement USP Matches IR of USP Morphine Sulfate Refeseace Standard (dried @145°C for 1 hour) 

Meatification - Spot Test (Cusrest USP) Purple, then blus-violet 

Identification — Color Test (Current USF) Blue thea dark red-brown 

‘Wentification - Sulfate Test (Cuxreat USP Barham Chloride TS: A white precipitate should form that is insoluble in either 
<191>) Hydrochioric Acid or Niwic Ack! 

Hydrochloric Ackf: No precipitate should form 
Lend Acetets TS: A white precipitate should form with « neutralized solution of sulfate 
that ls soluble in Ammonium Acetate TS 

Specific Rotation (Current USP <7318>) “107° to -109,5* (Anhydrous Basis) 

Acidity (Corent USP) NMT 0.50 mi bs required to produce a yellow color 

Water (Current USP Mathod 1 <921>) Between 10.4% and 13.4% 

Residue on Igaition (Current USP <281>) Not more than 0.1%, from 500 mg 

Chioride (Current USP) No preciphate or turbidity is produced immediately 

Ammonium Saits (Curreat USP) No odor of ammonia is perceptibie 

Residual Ethanol by GC (SOP-NOR-1443) *See | Not more then S000 ppm 
Note on page 3 

Assay by HPLC (SOP-NOR- 1443) . 98.0- 102.0%         

@ Page 1 of 3 
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Noramco, Inc., 508 Swedes Landing Read, Witmingtoa, DE 19801 
Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

‘The following tests have customer specifications, which DO NOT MATCH Noramco’s specifications 
  

  

TEST LIMIT 

Impurities by HPLC (SOP-NOR-1443)- Moephine N-Oxide: NMT 0.15% ww 
Alternative © USP Limit of Foreign Alkaloids. | Movphinone Sulfae NMTO15% why 
Norantco certifies that morphine sulfate Sulfate: NMT0,15% ww 
material, # tested for USP Limit of Foreign Codeine , NMT020% ww 
Alkaloids, will comply with the established Endividuel Unspecified Imparities: NMT 0.10% ww 
Limit of Foreign Alksioids specifications. Total Impuritica: © NMT 1.0% wiv 

: Noramco specification is listed shove while Actevis’ specification is listed below: 

10-Hydroxymorphine: NMT 05% 
Normorphine: NMT OS® 
Codeine Base: NMTOA® 
Codeine Suifate: NMT 0.5% 

ca mace 
Singte Largest Unknown: NMTO.1® 
Total Retaved Compounds: NMT 2.0% 

Noramco specification for Total Inapurities is tighter than Actavis" specification of 
NMT 2.0%. Noramoo will moet Actavis specification. 

© Noramco specification for Individus! Unspecified Impurities is tighter at NAT‘ 0.10% 
wiw while Actavis’ specification is NMT 0.1%, Noramco will report. Tedividual 
Unspecified Impurities result in two decimal places. 

Noramov specification for Morphine N-Oxide is tighter than Actavis’ specification of 
NMT 0.5%. Noramco will meet Actavis specification, 

Noramoo specification for Morphinonn Sulfete (ealt form) is tighter than Actavis’ 
specification of NMT 0.2% for Morptinone (bese form. Noramco will meet 

vrs pctnatoa fo Pseudomorphine Sulfate (sult form) is tighter than 
Actavis’ specification of NMT 0.5% for Pscudomorphine (base form). Noramco will 

meet Actavis "specification, 

‘Norameco specification for Codeine Sulfars is tighter then Actavis’ specification of 
NMT 05%. Norsmoo will mect Actavis'specification. 

Noramco does not report Codeine (base form) while Actavis does. Noramco cannot 
meet Actavis specification. 

10-Hydroxymorphine Sulfare (sslt form), Normorphine Sulfate (salt form) and 
Apomorphine 

Normorphine (base form) is NMT 0.5% and Apomorphine (base form) is NMT 0.5%. 

Noramco will report [0-Hydroxymorphine Sulfate: NMT 0.10% ww, 
Sulfate: NMT G.10% ov and Apoatarghive Sallie: NMIEG.1OR eho ee te 
Certificate of Analysis. This is a customar request for Actavis, Noramoo will moet 

Actavis' specification.         

@ Page 2 of 3 
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Norameco, inc. 500 Swedes Landing Road, Wiknington, DE 19801 
‘Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

‘The following tests have customer specifications, which DO NOT MATCH Noramco’s specifications 
  

  

  

TEST LIMIT 

‘Loss on Dsying Noramco does not perform Lose on Drying testing while Actavis does. 

- | Nocamoo cansot meet Actavis' specification. 

‘Solubility Noramco does not perform Solubility testiag while Actavis does. 

Noramcp cansot meet Actavis’ specification. 

Lénit of Foreign Atkalokis (Current USP) ‘Noramco uo longer performs Limit of Foreign Alkaloids testing. Noramco's current 
validated HPLC method provides superior detection and quentitation of these foreign 
aikaloid impurities allowing for a fower specification (1.0% Tots! Ingurities) than the 
current USP link of 3.5% for foreign alkaloids. Noramoo will utilize our current 

validated HPLC method for impurkics as a superior alternative to the USP specified 
Linsit of Foreign Aikeloids test, 

Particle Size Particle Size by Image Analysis is a noi-filed wet for Noramoo: 
Cv, 0.1): For Information Onty 

Dv, 0.3) NLT 153 pm 
DCv, 0.5): 18 ~33 pm 
Dfv, 0.9) NMT 58 pn 
Actavis specification is Heted below: 

©} Dy, 0.3): NLT 8.5 pm 
D(v, 0.5): 12-25 pm 
Dy, 0.9): NMT 50 yn 
Noramco specification for Particle Size is based cn image anelyaia while Actavis’ 
specification is based on a inser-diffraction methodology. Noranico will include 
Particle Size by Image Analysis (Noramco specification) on the Certificate of Analysis 
for Actavis. 

Retest Date ‘Five years from date of manufactae 

‘Noranico retest date is 5 years from dais of mamfacture while Actavis’ retest date is 1 
your. . 

‘The Noramco retest date of 5 years from the date of marafacture for Morphine Sulfate 
is cupported by product stability dite. 

  

  

      
    

Novameo's compliance with the cumest USP ©467> residual solves requirements has been demonstrated through the use of a validated test 
mothod 0 measare solvents likely to be present in the Morphine Sulfate dug substance. Only the Class 3 solvent ethanol is tikely to be 
preseat. Residun] Claes 2 solvents are not more then the Option ! finit and reaideal Class 3 sotvents are not more then 0.5% (5000 ppm). 
Therefore, Norameo certifies that this matecial, if tested, will comply with the establiahed residual orgunic wolvent specifications of USP 
AGT>. 

Pleans direct questions regarding this review to: Mary Ann Sellers, Customer Service Manager at 302-761-2900. 

@ Page 3 of 3 
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, actavis RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Sulfate USP 
No: RM120800-14 Receiving #: Page 1 of 8 

Maunfacturer: Manufoctarer's Lot # 
    

Qualified Manafactarer( Mallinckrodt, Neramco 
  

  

  

      

Tests/Methods Specifications Reoalts References 

+ Description Test Daw: 

Visual White to off white, 
crystalline solid. Ref: 

Chem: 

cea: 

Identification Test Date: 

In-house Method =—=—{ The Sample is 
NEVGI4SAD positively identified Ref: 

a3 Morphine . 
Sulfate, USP 

or Chen: 

Tests A, B,C and D 
as listed below cd: 

A) Current USP + A) The IR spectrum 

as amended of the 
<i97K> preperation of 

test specimen 
exhibits maxima 
at the same 
wavelengths as 

that of a similar 
preperation of 
stendard.       

TEVA_OK_05055571



Confidential 

  

A-t 

  

    
  

  

A .W MATERIAL SPECIFICATION 

PRODUCT: Morphine Sulfate USP : 

Nov: -RM120600-14 Receiving #: Page 2 of 8 

Teste/Methods Specifications Results References 

Identification 

B) Carrent USP as |B) An inteuse Test Date: 
amended purple color is 

produced at 
once, and Ref, 

quickly changes 
to a deep 
bluc-violet Chem: 

aa: 

C) Current USP as | C) A bine color is Test Date: 
amended produced which 

changes to dark 

the addition of 
1 drop Nitric 
acid Chem: 

Cad: 

D) Current USP as {D) A solution Test Date: 
amended (1 in 50) 

responds to the 

tests for Sulfate Ref 
<191> 

Chem: 

Ch’d:             
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RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Salfate USP 

No: RB1120600-14 Receiving #: Page 3 of 8 

* Specific Rotation Test Date: 

Current USP as Between -107° and 
amended -109.5° calculated Ref 

<RIS> on the anhydrous . 
basis 

‘Chem: 

Ch'd: 

* Acidity ' Test Date: 
Current USP as NMT 0:50 mL of . 

amended 0.020 N sodium Ref: 
hydroxide is . 

. required to produce 

@ a@ yellow color. . 

Cd: 

‘+ Water Test Date: 
Current USP as Between 10.4% and 
amended 134% 
<921> Ref: 

Method 1 

Chem: 

Ck'd:             

Confidential 
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actavis RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Sulfate USP 

No: RM120096-14 Receiving #: Page 4 of 8 

Teste/Methods _ Specifications Reaults References 

* Residue on Test Dese: 
Ignition 

Current USP as NMT 0.1% 
amended Ref: 

<i> 

Chem: 

Ck'd: 

* Chloride Test Date: 

Current. USP as No precipitate or 
amended turbidity is produced Refi 

immediately. 

Chem: 

Ck'd: 

* Ammonium Salts Test Date: 

Cusrent USP as No odor of 
amended ammonia is Ref: 

perceptible 

Chem: 

Ch'd:           
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actavis RAW MATERIAL SPRCIFICATION 
PRODUCT: Morplias Sulfate USP 
No: BM120800-14 ‘Receiving #: Page 5 of 8 

test Methods ___ Specifications Reautts 
* Limit of Foreign Test Date: 
Alkaloids 
CuneatUSP as = (NLT 7.5 mLof 

amended 0,020N sodium Ref; 
hydroxide {s 
required. 

Chem: 

ck’a: 

Lom on Drying Test Date: 

Cuvreat USP as 9.0% to 12.0% wiw 
amended 

<I> Ref: 

Dry ig at 145°C for ; 

1 hour, Chem: 

(In-house owe 
Teguirement)   
  

TEVA_OK_0505557!



  

  

      

    

  

  

  

  

In-house Method 
LOROGSRCL Ref: 

Chem: 

Ke: 

  

  

  

  

  

  

    
  

NMT 2.0%             
: TEVA_OK_05055576 
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RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Sulfate USP 

No: RM120600-14 Receiving #: Page 7 of 8 

Teata/Methods Specifications Results References 

Solubility Test Date: 

Gn-house Sotuble in 21 parts 
| yequirement) water Ref: 

Very slightly soluble 
= Chem: 

Practically insoluble 
in chloroform 

cea: 

Practically insoluble 
in ether 

t Aseny Test Date: 
Tn-house Method 98.0% to 102.0% of 
LC/3065/AS1(USP) | morphine sulfate 

calculated on the Ref: 
anhydrous basis 

Chem: 

od       
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actavis RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Sulfwte USP 

No: RM120800-14 Receiving &: Page 8 of 8 

Tests/Methods _ Specifications References 

Particle Size NLT 85 Test Date: 
pa 

benlct fons . Ref: 
o 12 pm to 25 pm 

D035) . 

LD/2054/PS1 

; NMT 50 pm. Cx'd: 
Gn Dy,0.9) 

requirement) 

Rezkinal Solvent Test Date: 

In-house Method = | NMT S000ppm 
GCHI43TRS2 Ethanol 

Ref: 

Chem: 

Ck'd: 

COA Supplier's COA. 
conforms to this 
specification and to 
USP requirements 
for this lot. 

Retest Date . 

One (1) year : 

__ © Accept supplier's results for Noramco and Mallinckrodt 

{ Tests required for reassay 

—_._—.- APPROVED __.__ NOTAPPROVED __ FOR INFORMATION 

BY: DATE: 
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Cactavis 
RAW MATERIAL SPECIFICATION 

  

PRODUCT: Morphine Sulfate USP 
  

Nos RM120600-14 
  
Page 1 of2 

  

SUMMARY OF SPECIFICATION UPDATES 
  

Revision No. 
Effective 

| Date 

  

Reason for Update 
  

DRAFT. 07/08/93 New item, DRAFT only, Effective Dats 7/8/93 
  

RM120800-01 06/22/94 Addition of the following tests; Related Substances, 
Loss.on Drying, Solubility and Particle: Size. 
  

RMI120800-02 09/12/94 
| Addition of Faulding Review signature areas to 
specification format. Remove draft status. Change 
for Paxticle Size Test. 
  R120600-03 Update to USP 23/ NF 18. 
  

RM120800-04 19S Update description. Remove the statement that 
t& 

  

RM120800-05 01/0140 

z l
el 

= 
z l

er
 e 

  Morphine darkeas upon prolonged exposure to Hight. 
Update references from USP 23/NF 18 to USP 24/NF 

19. Update format. Addition of History page. CR9-0238 
  

RM120800-06 OL0IA2 Update USP references to ‘Current USP as 
Lamended’, 

CRO1-543 
  

RM120800-P 12/12/04 

For Related Compounds: 
= Raplece fa bee Mithod LCV20S4/RC with To- 

house Method LC/S06V/RCI’. 
© List the following 2s Process Impurities’; 

NMT.0.5% 10-Hydroxymorphine, NMT 0.5% 
Normorphins, NMT 0.4% Codeine Base, NMT 
0.5% Codeine Sulfate, and NMT 0.5% 

Apomorphine. 
© = List the following:as ‘Known Degradants'; 
NMT0.5 Morphine-N-oxide and NMT 0.5% 

© Replace 'NMT 0.5% Any Individual Related 
Substance’ with ‘NMT 0.2% Single Larges 
Unknown’. 

For Assay, replace ‘Current USP as amended’ with 
‘In-house Method LC/3065/A81(USPY. 
For Perticie Sint, updste the reporting format to 

  

RM120800-P2     04/15/05   Upat eon a ipo FA Ging 

. «Fae Roland Conpowac, change Single Large 
Unknown limit from:"NMT 0.2% to ‘NMT 0.1%!   €R0S-372     

TEVA_OK_05055579
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RAW MATERIAL SPECIFICATION 

  

  
Page 2of 2 

  

  

Reason for Update 
CR Ref 

No. 
  

be implemented. 
CROS-824 

  

RM120800-08 

For Related Compounds: 
© Integrate ‘Codeine Sulfate’ into ‘Codeine Base’ 

and include a calculation for conversion. 
© Add"Morphinone' as a known degradant with 

Umits of 
‘NMT 0.2%. 

CROT-0S4 

  

RM120800-09 03/07/08 

© Place an asterisk next to the following tests: 
Specific Rotatios, Acidity, ROI, Chloride, 
Ammoniim Salts and Limit of Foreign 

Alkaloids. , 

© Add vendors to the Accept Supplier's Results 
statement on page 9. 

CRO7-291 | 

  

RKM120800.10 Tighteoed Rested Compound speciation imi 
  

RM120800-11 07/31/08 |* 

  

specification limits. 
Named OVigex USP 467 cones 

« Add Residual Solvents wet method 
GCIT437RS2. 
  

RM120800-12 
Sdentification Test A: Add In-house Method 
NIR/G145/1D as an altemate Identification testing 
method. 
  

RM120800-13 12/08/09 

Changed font from Times New Roman to Trebuchet 
MS size 11. 

Add after NIR test: 

or Tests A, B, C, and D'as listed below 

‘Move the following after the NIR test and comment 
above: 
A) Current USP as amended <197K> 
  

“| RM120800-14       ‘Added test method LD/20S4/PS1 as an alternate 
method to the Particle size test.   1992     

TEVA_OK_05055580



in a @  SNoRAMCO - 
Nerameco, Inc., 500 Swedes Landing Road, Wiknington, DE 19801 

Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

TO: Eddy Cran 
FROM: M. Eclar, QA Auditor, Asst” 
DATE: $/7/v4} . 

CUSTOMER SPECIFICATION REVIEW 
Morphine Salfate, USP (Fine Grade) 

Active Pharmacentical Ingredient 

NORAMCO Specification No.t DS-SPE-18424 

_ SAP No. $1634001701 

Customer Name: _Pftzer (Actavis) Customer Product Number: RM121601(AL0)-04 
Customer Specification Number: N/A 

      
       
        
      

  

The following NORAMCO Inc, test specifications MATCH the customer's test specifications. 
  

  

  

  

  

    

TEST LIMIT 

@ Dencripcion White t off-white crystalline solid 
Tdentifcation —1R Absorption (Curreat USP <197A>) Man I of USP Morphine Sus Refiee Std (ied IASC fr 

Identification ~ Spot Test (Current USP) Purple, then blue-violet 

] identification — Color Test (Current USP) Blue then dark red-brown 
_ Barkan Chloride TS: A white precigitste should form that is Insoluble in elther Identification — Sulfete Test (Current USP <191>) Hi Acid or Nieic Acid 

Hydrochloric Acid: No precipitate should form 

Lead Acotate TE: A white precipitete should form with a neutralized solution of 
[sulfete thet is soluble in Ammontum Acetate TS. 

Specific Rotation (Current USP <7815>) 107° t -109.5* (Anhydrous Basis) 
  

  

  

  

  

  

  

  

Acidity (Current USP) MT 0.50 mt le required to produce a yellow color 

| Water (Current USP Method 1 <921>) Between 10.4% and 13.496 

Residue on ignition (Current USP <281>) ‘Not more than 0,1%, from 500 ing 

Chloride (Current USP) No precipitate or turbidity is produced immediately 

Ammonium Saks (Current USP) No odor of ammonia is perceptible 

Residual Exhanol by GC (SOP-NOR-1449) *See Note | Not more than 3000 ppm 
on page 2 . 

Ansay (HPLC) (SOP-NOR-1443) 98.0 — 102.0% (Calculated on the anhydrous basis)       
  

@ . Page 1 of 3 
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actavis RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Solfate USP 

No.:. RM121601(ALO)-04 Raceiving # Pagel of7 

Manatacturer: Manufacturer's Lot # 
    

Qualified Mamafacterer(s): Mallinckrodt, Norameo 
  

  

  

      

Tests/Methods Specifications Results References 

t Description Test Date: 
Visual White to off white 

crystalline solid. . Ref 

Chem: 

Ck'd: 

Identiffcation Tost Date: 
A) Carrent USP ¢ | A) The IR spectrum 

as amended of the 
<197K> preparation of Ref: 

test specimen / 

at the same Chem: 
wavelengths a3 

that of a similar , 
preparation of Ca: 
stendard,       

TEVA_OK_05055582 

 



Confidential 

  

  

      

  

  

  

actavis RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Solfate USP 

Na.: RM121601(ALO)-04 Receiving #: Page2 of 7 

Tests/Methods _Specifications Results References 
Identification. 

B) Current USP as |B) An intense Test Date: 
amended purple color is 

produced at 
once, and Ref: 

quickly changes 
to a deep 
bhne-violet. Chem: 

Ck'd: 

C) Curent USP as { C) A blue color is Test Date: 
amended. produced which 

changes to-dark 
red-brown with Ref 
the addition of 

1 drop Nitric 
acid, Chem: 

Ck’d: 

D) Current USP as | D) A solution Test Date: 
amended (1 in 50) 

responds to the 
tests for Sulfate Ref: 
<191>. 

Chem: 

Ck'd:             
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acta RAW MATERIAL SPECIFICATION 

PRODUCT: Morphine Salfate USP 

No: RM121601(ALO)64 Receiving #: Page 3 of 7 

Tests/Methods _ Specifiestions Results Referyuces 

Specific Rotation Test Date: 

Current USP as Between -107° and 
amended -109.5°, 
<781S> Ref: 

Chem: 

Ck'd: 

Acidity Test Date: 

Canrent USP as NMT 0.50 mL of 
envended 0.020N sodium Ref: 

hydra is 
required to produce 
a yellow color. . 

Ckid: 

+ Water Test Date: 

Current USP as Between 10.4% and 
amended 13.4%, 
<921> Ref: 

Method I 

Chem: 

“{exta:     
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actavis RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Sulfate USP 

No.: RM121681(ALO)-04 ' | Receiving #: Page 4 of 7 

Reaidue on : Teast Date: 
Ignition 

Current USP as NMT 0.1%. Ref 
amended 
<i> 

Chem: 

Ck'd: 

Chioride Test Date: 

Current USP es 'No precipitate or 
amended turbidity is produced Ref: 

Chem: 

Ck’d: 

Ammonium Salts Test Date: 

Current USP as No odor of 
amended ammonia is Ref 

perceptible, 

Chem: 

ea:             

TEVA_OK_05055585 
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actavis RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Suifste USP 
No. RM121601(ALO)-04 Receiving #: PageS of7 

Teste/Methods Specifications References 
Limit of Foreign Tost Date: 
Alkaloids | 

Curent USPes = | NLT 7.5. mL of 
amended 0.020N sodium Ref: 

hydroxide Is 
required. | Chem: 

{ Related 
Compounts 

Inhouse Method | 10- 
LOMO! Ref: 
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actavis RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Sulfate USP 
No. RMI21601(ALO)-04 Reetiving #: Page 6 of 7 

Tests/Methods Specifications _ Regalts References 

t Assay Test Date: 

Inhouse Method | 98.056 to 102.0% of 
LC/1437/AS\(USP) | morphine sulfate 

calculated on the Ret 
anhydrous basis. 

Chem: 

Cid: 

Particle Size NLTS5 pm Test Date: 

Ref 
12 am 1025 pm 

Dv,0.5) Chem: 

{ln-houss NMT 50 pm 

~ | requisement) Diw,0.5) cee:     

TEVA_OK_05055587



  

  

    
  

  

  

              

actavis | RAW MATERIAL SPECIFICATION 
PRODUCT: Morphine Sulfate USF 

Ne: RMIZI@1(ALO)-04 ‘| Recetviag Page 7 of 7 

Teste/Methods Specifications Besults References 

Residual Ethanol Test Date: 

Torbouse Method «= | NMT5000-ppm 
GC/7437/RS2 Ethanol 

Refi 

Chem: 

Ck'd: 

COA 
Supplicr's COA 
conforms to this 
specification and to 
USP requirements 

fos this lot. 

Retest Date 
One (1) year 

{ Teste required for reassay 

APPROVED NOT APPROVED FOR INFORMATION 

BY: DATE: 
  

Confidential 
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Cactavis 

fA-w 

RAW MATERIAL SPECIFICATION 
  

PRODUCT: Morphine Sulfate USP 
  

No.: RMI21601(ALO)-04 
  
Page 1 of 3   

  

SUMMARY OF SPECIFICATION UPDATES 
  

Revision No. Effective 
Date 

Reason for Update CRREF 
{___No. 

  

RMI121601-01 8/1/08 
New issue. Translation of Aipharma 
specification PIS-QA-SPC-0217-03. 

683 
  

RM121601(ALO)-02 112048 

Update document number to include (ALO). 
Related compounds specification limits were 
tightened for impurities: 

a. 10-hydroxymorphine from 0.15% to 
0.05% 

b, morphine n-oxide from 0.10% to 0.05% 
¢. morphinone from 0.15% to 0.05% 

d. pseudomomphine from 0.15% to 0.05% 
e Single Largest Unknown fram 0.10% to 

Change Residual Solvents to Residual Ethanol. 
  

RMI12160KALO)-03 

| jto LC77437/RC1. 

‘| Particle Size: Change method reference to 

Related Compounds: Change method reference 

Assay: Change method reference to 
LC/7437/A81(USP}, 

LD/7437/P81 

891 

  

RM121601(AL0}-04     
Update to current format: change font from 
Trebuchet MS size 11 tc Time New Roman size 
12. 
Change the related compound specifications as 
follows: 

10-Hydroxymorphine from: NMT 0.05% 
to NMT 0.15% 
Morphine-N-oxide from: NMT 0.05% 
to NMT 0.15% 

Morphinone from: NMT 0.05% to 
NMT 0.10% 

from: NMT 0.05% to 
NMT 0.15% 
Single Largest Unknown from: NMT 0.05% to     NMT0.10% 

1683     

TEVA_OK_05055589



6 G&G NORAMOOR 
500 SWEDES LANDING ROAD © WILMINGTON, DELAWARE 19601-4417 

302-662-8840 © FAX 302-852-4417 

TO: Mr. Eddy Crux, Buyer j 
FROM: M. Ecler, QA Auditor 2223/10 A.C. Bartkowski, QA 
DATE; 2/17/18 AF - 0) 

CUSTOMER SPECIFICATION REVIEW 
Morphine Sulfate, USP (Micronized) 

Active Pharmaceutical Ingredient 

NORAMCO EDMS Specification No: PR-NOR-214 

     
SAP No.: 1634001706 

@ The following NORAMCO Inc. test specifications MATCH the customer's test specifications. 

  

  

  

  

  

  

TEST LIMIT 

Deacription White to off-white crystalline solid 

Identification — IR Absorptioa (Curreat USP <197A>) Matcie IR of USP Morphine Solus Pane Suntan Ciog @14S°C fr 

Identification — Spot Test (Current USP} Purple, thea blue-violet 

Wentification - Color Test (Current USP} Blue then dark red-brown 
Mdemtificstion ~ Suifare Tost (Corrent USP<191>) _| Barlusa Chloride TS: A white procipicane should form cust is fosoksile tn 

either Hydrochloric Acid or Nitric Acid 

Hiydrochloric Acid: No precipitate should form 

Lead Acetate TS: A white precipitate should form with « neutralized solution 
Of sulfate that is solubic in Ammonium Aceiate TS 

Specific Rotation (Current USP <7815>) -107° to -109.5° (Anhydrous Basis) 

  

  

  

  

  

          
Acidity (Current USP) NMT 0.50 ml is required to produce a yellow color . 

Water (Current USP Method 1 <Oai>) Between 104% and 154% 
Residoe on Ignition (Current USP <281>) "| Not more than 0.1%, from $00 mg 

Chloride (Current USP) No preciplate oc turbidity ts produced immediately 
Ammonium Saks (Current USP) No odor of ammonia is perceptible 

@ Page | of 3 
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The following NORAMCO Inc. test specifications MATICH the customer's test specifications 
TEST LIMIT 

Livi of Foreign Alkaloids (Curren USP) Not less than 7.5 md is required (1.5%) 
  

‘Reskinal Exhanol by GC (SOP-OR-1 443) "Ses Note below Not more than 5000 ppm 
  

Assay (HPLC) (SOP-NOR- 1443) 98.0 ~ 102.0% (Calculated on the anhydrous basis) 
  

  

  

TEST uMT 
Tmperiies by HPLC (SOP-NOB-1 Monptiine N-Onxide: NMT 6.15% ww 

” “) Morphinone Sulfate WMT 0.15% wiw 
Preudomorphine Sulfate: MT 0.15% wor 
Codeine Sulfate: NST 0.20% wer 
Individual Unspecified Impurities: NMT 0.10% ww 
Total Impurities: NMT 1.0% wiw 

Nowameo does not report 10-Hydroxymomphine, Nonmorphine, and Codeine 
base exci while Actavia does. NORAMCO CANNOT MEBT ACTAVES’ 
SPECIFICATION. 

Norumoo specification for Morphinone Selfate is NMIT 0.15% while 
Actavis specification for Morphinone (base form) is NMT 0.2%. Noramco 
specification for Preydomorphine Sulfase is NMT 0.15% while Actavis 
specification for Pscudomorphine (base form) is NMT 0.5%. NORAMCO 

WILL MERT ACTAVIS’ SPECIFICATION 

Norameo specification for Morphine N-Oxide: NMT 0.15% is tighter than 
Actavis spevification which is NMT 0.5%. Noramco specification for 
Codeine Sulfate: NMT 0.20% is tighter than Actavis specification which 
NMT 0.5%. Noramco specification for Total Inspurities: NMT 1.0% is 
tighter thin Actavis specification which is NMT 2.0%. NORAMCO WILL 
MEET ACTAVIS' SPECIFICATION 

Noramco specification (n0n-filed) for Apomosphine Sulfate is MMT 0.10% 
and ig not reported on the Certificate of Analysis while Actavis 
specification for Apomorphine (base form) is NMT 0.5%. Noramco will 
Teport Apomosphine Sulfate (NMT 0,109) Impurity result on the 
Contificate of Analysis for Actavis. This is an Actavis customer request and 

will be added to the Noramco Customer Specification SOP. NORAMCO 
WILL MEET ACTAVIS’ SPECIFICATION 

The individual Unspecified Impurities match for Noramco aed Actavis. 
  

Laser Diffraction Particle Size   Dv, 0.1): < 14pm 

Div, 0.5): <6 um 
Div, 0.95): < 20 pm 
DXv, 0.99): < 40 pm. 
Noramco specification (non-filed) for Laser Diffraction Particle Size is 
listed above while Actavis specification is only “Record Reselts” and 
Taquire reporting of this test on the CofA . Thie is an Actavis customer 
request and will be added to the Noramco Customer Specification SOP.   NORAMCO WILL MEET ACTAVIS' SPECIFICATION 
  

Confidential 

  
Page 2 of 3 

TEVA_OK_05055591 

 



Ao 

The following tests have customer specifications, which DO NOT MATCH Noramco’s specifications 

TEST : Limit . 

Lop : Noramco does not perform LOD testing while Actrvis does. This is an in- 

NORAMCO CANNOT MEET ACTAVIS' SPECIFICATION 

Sotubility | Nosameo does not perform Solubility testing while Actavis does. This is an 
in-house requirement foc Actavis. 

| NORAMCO CANNOT MEET ACTAVIS' SPECIFICATION 

Retest Date . 9 months from date of micronization 

‘The Noramco retest date from date of micronization is supported by 
product stability date. 

Note: Noremsco’s compliance with the current USP <4§7> residual solvent requirccucats hee been decionserated thepugh tbe wee of a validated lest uncthod to moenae solvents 
Hikely 10 be presout ja the Morphine Saifete dug ebstence. Ooly the Class 4 sotvent ethanol is Bioly to be premat, Revidnal Class 2 colvents ase below tho Option 1 tank and 
feskdual Class 3 schvents asp below 0.5% [5000 ppen). ‘Therefare, Nerameo certities thet nis materia’, if tested, will comply with the established USP <367> reskieal solvent 

Customer Comments: 

  

  

  

  

        

  

  

  

Customer Specification Review received and acknowledged by 
(please print, sign and fax to Mary Ann Darby, 302-761-2913) 

Name Title Date 

Please direct questions regerding this review to: Ann C. Bartkowski Quality Assurance Manager 302-888-6464 

@ . Page 3 of 3 
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i Cactavis RAW MATERIAL SPECIFICATION 

ij Mo.: RM120801-05 Receiving #: Page 1 of 8 

j Marufactoser: Manufacturer's Lot # 

Qualified Manufacturer(s: Noremeco, Mallinckrodt 

Testé/Methods Specifications Results References 

t Description Test Date: 
Visunt White to clf-white 

: crystalline solid. Ret: 

Chem: 

g Ch’: $s 

5 a, 
é © 

e ! ® 
identification Test Date: ® 

A) Current USP + )A} The IR spectrum S 
as amended of the 
<197K> preperation of Ref: 8 

test specimen 
a exhibits maxima Chem: > 
g at the same * g 

wavelengths as 
i that of a similar Cea: 

preparation of 
standard. 

3 
a 

Confidential 

CONFIDENTIAL 
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S Cactavis RAW MATERIAL SPECIFICATION 
; PRODLICT: Morphine Sulfate USP (Fine Grade} 

= Wo.: RA120801-05 Recetving #: Page 2 of 8 

i ‘Textashathods Specifications Results References 

identification 

B) Current USP as |B) An intense Test Date: 
amended purple color ts 

produced at 
once, and Ref: 
quickly changes 
to a. deep 

blue-viotet. Chem: 

Ch'd: 

iz Bs 
C) Current USP as |C) A blue cotor is . Test Date: a, 

3 amended produced which , 
e changes to dark © 
j red-brown with Ref: © 

the addition of 
@ { drop Nitric 

acid. Chem: ® 

S 
ck'd: 3 

e > 
Z D) Current USP as 1D) A solution Test Date: g 
i amended {1 fn 80) : 

fesponcds to the 
tests for Sulfate Ref: 
e191>, 

~ | Ghera: 

5 
i as: 

z 
8 

CONFIDENTIAL   
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3 Cactavis AW MATERIAL SPECIFICATION 

i PRODUCT: Morphine Sulfate USP (Fine Grade) 
= No.: RM120801-05 Receiving #: Page 3 of 8 

i Testsimethods Specifications Results References 

Specific Rotation Test Date: 

Current USP as Between -107° and 

amended 109.5" calculated Ref: 

<7B1S> on the anhydrous : 
basis. 

Chem: 

ae 

g je Test Date: by 
Current USP as «= | HIT 0.50 mi of a, 

3 aznended 6.020 WM sodiun: 

& tydronide ts Ref: 8 
j ; required to produce © 

@ a yetlow color. 

2 

art SS 

‘+ Water Test Date: >) 
3 Curve USP as «| Between 10.4% and g 

amended 13.4%. 

j <921> Ref: 

Method IA 

Chem: 

ewes           
  

Do
c 

No
: 
BL
Z-
AM
I0
00
) 

Confidential 
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e 3 Cac avis RAW MATERIAL SPEGIFICATION 
; PRODUCT: Morphine Sulfate USP (Fine Grade) 
2 No.: ‘RM120801-05 Recetving #: Page 4 of 

8 Tests/hethods Specifications _ Results References 

, i Residue on ignition Test Date: 

Current USP as NAT 0.1% 
amended 
<2Bi> Ref: 

Chem: 

Cd: 

$ Chloride ) Test Date: BS 

: 5 Current USP as No precipitate or @, 
amended ambidity 

& produced Ref. © 
i immediately. © 
~~ 

Chem: 

@ & 
Ch'd: x 

| ammondurn Salts Test Date: 5) 
Z Current USP as. No odor of ammonia ge 
i amended is perceptible. a 

Chem: 

Ch'd:             

Do
c 
No
; 
BE
Z-
AM
12
08
01
 

CONFIDENTIAL 
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3 actavis ; RAW MATERIAL SPECIFICATION 
j PRODUCT: Morphine Sulfate USP (Fine Grade) 
= No.: RA120801-05 Receiving #: Page 5 of 8 

Lint of Foreign Test Date: 
Allaninids : 
Current USP as NLT 7.5 mL of 
amended 0.020 N sodium Ref: 

hydroxide ts , 
required. 

Chem: 

cd: 

z b> 
3 & 
é Loss on Drying ‘Test Date: 9 
j Current USP as 9.0% to 12.0% wiw © | 

© amended 
<731> Ref: ® 

gat 145 °C for tho & 
| chene a 

« (-house =) 

i respdrement) Crd: g 

tT Asay Test Date: 
in-house Method [98.0% to 102.0% of 
LC/3065/AS1(USP) | morphine suifate . : 5 

3 cakulated on the Ref: 
= anhydrous basis. 

; ome | 
z 

a k's:           
  

® CONFIDENTIAL po 
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RAW MATERIAL SPECICATION 
  

PRODUCT: Morphine Sulfate USP (Fine Grade) 
  

No.: RM120801-05 Receiving #: 
  

Page 6 of 8 
  

  

Tests/Methods Specifications Rasutts 
  

} Related 
Compounds 

in-house Method 
LC/3065/RO1 

Process Impurtties Test Date: 
  

NMT 0.5% 
10- 

Rydroxymorphine 
  

NAT 0.5% 
Normarptine 
  

NAT 0.4% 
Codeine Base 

Ceed:   

NMT.0.5% 
Codeine Sutfate 
% Codeine Base x 
696.82/598.74) 
  

NMT 0.5% 

  

Known Degradants 
  

NMT 0.5% 

  

NAT 0.2% 

  

WMT 0.5% 

  

PMT 0.1% 

Unknown 
  

NAT 2.0% 
Total Related 

@
Q
U
M
A
S
 
G
O
P
Y
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2 Cs ctavis RAW MATERIAL SPECIFICATION 
2 PRODUCT: Morphine Sulfate USP {Fine Grade) 
s No: RMTZ0SO1-05 Recelving #: [Page 7 of 8 

g Tests/Metheds Specifications Resutts References 
i Solubility Soluble in 21 parts Test Oate: 

. water 

Very slightly soluble Ref: 
fn alcohol 

Practically insoluble Chen 
in chloreform 

(@-house Practically trsoluble Cited: 

requirement} in ether 

q bs 

g & 

é ® 
@ i Particle Size Div,0.1) Test Date: ® 

LD/3065/PS 
“= g 

Dfv,0.5) 
Alternate Record results a 

‘Testing Facility: 
” Catalent Chem: > 
i 160 North Cardinat_ / Div,0.95) 

° 

Health Way Record results 

j Moniseiiie, NC 

lee D(v,0.99) ore: 
Record results 

a (ie-house 

; 
3 
& 

FIDENTIAL e CON 

Confidential 
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@ i. Gums 
2 RAW MATERIAL SPECIFICATION 
i PRODUCT: Morphine Sulfate USP (Fine Grade) 
= No.: §120801-05 Recelving #: Page $ of 5 

g Tests/ethods Spectfications References 

j Residual Solvents Test Date: 
in-house Method | NMT 5000 ppm 
GCI7A37/RS2 Ethanol 

Ref: 

Chem: 

Ck'd: 

COA Supplier's COA 
z conforms to USP a 

requirements for @, 
§ this tot. 
& Retest Date ® 

i One (1) year ® 

@ + Tests required for re-assay ® 

= 

. 3 
3 g 
5 

i APPROVED "_ HOT APPROVED FOR INFORMATION 

CONFIDENTIAL 
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@ GNORAMOn fi 

Noramce, Ise., 500 Swedes Landing Road, Wilmington, DE 19901 
" ‘Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

TO: (2, 
FROM: yo On Ant A.C, Bartkewski, QA Manager wt 
DATE: °//19/ eon [-- L5™ 

CUSTOMER SPECIFICATION REVIEW 

Oxymorphone Hydrochloride, USP 
Active Pharmaceutical Ingredient 

NORAMCO EDMS Specification No.: DS-SPE-17249 

SAP No: 51634009500 

  

  

  

  

  

  

  

  

  

  

  

  

  

The following NORAMCO Enc. test specifications MATCH the customer's test specifications. 

@ TEST LIMIT 

Appearance (Visual) : ‘Wiite to off-white powder 

Identification 
(a) Chloride, (Currest USP) Positive for Chhoride 
(>) Infrared Absorption, (Curvent USP) Maiches USP Oxymarphone Reference Standard 
(c) Uleravictes Absorpting, (Current USP) | Maxiasa and miniina match USP Oxymorphune Refurence Standard. 

Absorbance Ratio Aggine! Assien: 1-75 +02 

(@) Ferric Chloride, (Current USP) A blue color is produced immediately 

Loss on Drying (LD), (Curent USP <731>) NMT 8.0% 

Specific Rotation, (Current USP <7815>) Between -145 ° and -153* (on dry basis) 

Residve on Ignition, (Currest USP <281>) NMT03% 

Acidity, (Current USP) NMT 0.30 inl. is required to produce a yellow color 

Limit of Nonphenolie Substances, (Corrent USP) Residne does not exceed 15 mg 

: Chloride Content (Current USP) 1.2% ~ 10.8% (0a dry hacis) 

Residual Solvents, (Current USP <467>, See Note om page 3 | Eshanol NMT 5000 pen 
leopropencl NMT S000 ppm 
Avetwoniirile ~=NMT-410 ppm 
1-Bunot == NMT-5000 ppm 

Assay (UPLC) : 98.0% — 102.0% (on dry basis) 

Impurities hy HPLC-MB 5 0.0008% w/w 14-Hydroxymorphinone Hydrochloride       
  

® , Page 1 of 3 

Confidential TEVA_OK_05055601



@ GNorwco. | A 
Noramco, Inc., 500 Swedes Landing Read, Wilmington, DE 19801 

Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

The following tests have customer specifications, which DO NOT MATCH Noramco’s specifications 

TEST LIMIT 

leepurities by HPLC-MS. <0.0006% w/w 14-Hydroxycodsinone Hydrochloride 

Noramco no foages reports 14-Hydroxycodcinone Hydrochloride as a specified 
impurity while Actavis does. 14-Hydraycodeinone Hydrochloride is considered 

  

  

  

  

@ Bon-geaniosic impurity and is controlled as an unspecified impsrity at a level of 
NMT 0.90% whw. 

Assay (Current USP) 97.0% — 102.0% (on dry basis} 

Norameo calculses Assay (Current USP) on the dry basis while Actavis records 
assay on the “as-is basis”. 

Impurities by UPLC Qxymorphone N-oxide NMT 0.18% ww 
| Hydromorphone Hydrochloride NMT 0.159% wiw 
Oxycodone Hydrochtoride NMT 0.19% wiw 
Pyran Bridged Oxymorphone Dimer Hydrochloride NMT 0.15% whw 
2.2°- Bisonymorphone Hydrochloride NMT 0.15% wiw 
lndivideal unspecified impurity ’ NMT0,10% relative 
Total Impurities (sum of individual 

reportable impurities 2 0.05%) NMT 1.0% wiv 

@ Noramco and Actrvis have the same specificetion for Oxymorphone N-oxide, 
Hydromorphone Hydrochloride, Condens FICL Indiv umapeciFied 
Inepurities andi Tosal impurities. 

Noramco reports Pyran Bridged Oxymorphone Dimmer HC) aad 2,2°- 
Biscxymarphone BCI Coat fone) Chile Reravis oper hese [spar ia the 
hese form. Noramco will continue to report these impurities in the salt fore but 
‘will meet Actavis’ specificaon of NMT0.15%. 

Noramco does not have a specification for 10-Hydroxyoxyniorphone and 10- 
Ketooxymorphone while Actavis does. These impurities will be weated and 
reported, if presest above tho reporting threshold, as individual unspecified 
impurities which have a specification of NMT 0.10%, Noramco will meet 
Actavis' specification. 

Osdinary Impuritics NMT 2.0% 

Noramco does not perform Ordinary impuritees testing while Actevis does. 

Noramco cannot meet Actavis" specification. 

Waur 60-30% 

Norarnco does nut perform Water testing while Actavis does. 

Novamco cannot meel Actavis’ specification. 

  

        
  

@ Page 2 of 2 
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@ GNORAMCOn 
Neramco, ine., $00 Swedes Landing Road, 

A-Y 
Wilnington, DE 19801 

Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

‘The following tests have customer specifications, which DO NOT MATCH Noramco's specifications 
  

TEST LIMIT 
  

Particle Size by Malvern Di0; Average NMT 30 um, RSD NMT 15%, 

| DSO: Average NMT 80 pm, RSD NMT 10%. 
DO; Average NMT |#0 pan, RSD NMT 15% 

This is 4 s0n-filed wat fur Noramnco and a customer specific request for 
Actavis. Noramco will cominue to meet Actavis’ specification. 
  

Methanol NMT 500 ppm - 

This is a oon-filed test for Nuramco and o customer specific request for 
'| Actavis. Noramco will meet Actevia’ upecification. 
  

Vobstile Impurities lsopropyt Chloride: NMT #1 ppm 
Brhy! Chloride: NMIT 11 ppm 
Di-isopropyl Ether; NMT 11 ppm 
2-ethony Propane: NMT 1} ppm 

Noranco report volatile impuritics ax listed above while Actavis report 
voletile impurities using the chomical synonyms listed below: 

2echorwpropenes NMT Il ppm 

Norameco will report volatile impurities on the Certificaie of Anatysis as it 
is listed for Noramco, This is 2 non-filed test for Noranco asd a customer 
specific request for Actavis. Norazaco will continue to meet Actavis' 
specification. 
  

Retest Date   24 mpaths from date of manufacture 

Noramou's retest date is 24 maooths from date of manufuctare whils   Actavis’ retest dats is one year.     

Note: Noranton's compliance with the current USP <167> residual solvents requirement has been demonstrated through the measurement of 
drug substance. Only the Class 3 solvents Ethanol aed lsopropannl are likely to be present residual solvents ia Ox: Rydrochloride 

and are specified at the Optian | lirait. The Class 2 solvent, Acetonitrile and the Class 3 solvent, !-Butancl ane used in the synthesis route and 
ase specified a1 the Option | Hoh a ore Not Likely 20 be roseet. Therefore, Noraenco cortifes that chs materia, if weed, Wik comply with 
the establishod residual solvent specifications of USP <467>. 

Plouso direct questions regerding this review a: Mary Ana Sellers, Customer Servion Manager at 302-761-2909. 

Confidential 
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( actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride, USP 

No.: RM120066(T)-07 Receiving: Page 1 of 6 

Manafactarer: Manufacturer Lot #: 
Qualified Manufacturer(s): Neramco, Inc. 

Tests/Methods Spocifications - Results References 

+ Description Test Date: 

Visual White to off-white 
crystalline powder. Ref 

Chem: 

‘ Ck'd: 

: Identification Test Date: 

: Melting range 218°C - 

@ A) Current USP, as 223°C, range not to 

USP <741> 

Chem: 

Ck'd: 

¢ B) Current USP as The IR spectrum of Test Date: 
amended, the sample exhibits 

USP <197K> maxima only at the 
same wavelength as Ref: 
that of a similar 
preparation of the 

standard. Chem: 

ra             

Confidential TEVA_OK_05055604
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( actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride, USP 

No.: RM120066(T)-67 Receiving: Page 2 of 6 

Tests/Methods Specifications Results References 

Asay Test Date: 
USP (Method # 

97.5% to 102.5% of LCMO6H/AS(USPXT) = | Ong Ref 

Hydrochloride, 
calculated on 
anhydrous, solvent free Chem: 
basis. 

Record the assay on 
the as-is besis. Chad: . 

Inorganic Impurities: Test Date: 

Reskiue on Ignition NMT 0.05% 

Current USP as amended. Ref: 
<281> 

(See USP monograph for . : ions) Chem: 

Ck'd: 

Organic Impurities 
Procedure 1: 
Limit of Alcohol 

oe 
USP as ethanol is not used 
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Cactavis 
Ad 

RAW MATERIAL SPECIFICATION 
  

RAW MATERIAL: Oxycodone Hydrochloride, USP 
  

No.: RM120066(1)-07 
    

Page 3 of 6 
  

Tests/Methods Results References 
  

Organic Impurities 
Procedure 2: Impurities 

In-house Method 
LC/0066/AS(USP\T) 

Test Date: 

  

  

  

Ck'd: 
  

  

*NMT 0.10% 
7,8-Dihydro-8, 14- 
dihydroxycodeinone 
  

NMT 0.10% 
Individual Unspecified 
Impurity 
  

NMT 1.0% 
Total Impurities 

  

  
Chloride Content 

Current USP as amended 

  
9.8% - 10.4%, (on 

drous, sol anhydrous, solvent fg   
Test Date: 

Ck'd:     

TEVA_OK_05055606 
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actavis _ RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochioride, USP ' 

No.s RM120066(T)-07 Receiving: Page 4 of 6 

Tests/Methods Specifications Resalts References 

Specific Rotation Test Date: 
Current USP as amended | Between -137° and 
<781S> -149° (Anhydrous, 

solvent-free basis) Ref: 

(See USP monograph for 
instructions) Chem: 

Ck'd: 

+t Water Determination Test Date: 

Current USP as amended | 3.0% to 7.0%. 
<921>, Method I +5 

e specification) Ref: 

Chem: 

hd 

Residual Solvents: : 
NMT 3000 ppm Test Date: 

In-House (Method # Methanol 
GC/0066/RS(T)) Ref 

NMT 5000 ppm 
2-Propranol 

, Chem: 

NMT 5000 ppm 
1-Butanol Ck’d:             

Confidential TEVA_OK_05055607
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( actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride, USP 

No.: RM120066(T)-07 Receiving: Page 5 of 6 

Tests/Methods Specifications Results References 

Te . Chro ‘est Date 

Purity 1 
NMT 0.001% Ref: 

In-house Method 14-Hydroxycodeinone . 
LC/2985/RC3 Hydrochloride 

Chem: 

Ge ) Ck’d: 

pen ee Nroi0% Test Date: 
Int Method Oxycodone N-oxide 

LC/0197/RC2(T) NMT 010% 

7-Methyl-Oxycodone 
Hydrochloride 

NMT 0.10% Ref: 
1-Hydroxyoxycodone 

+ . NMT 0.25% 
Regulatory method is Dihydro 

Current USP es amended for 7.8 1 “ 
7,8-Dihydro-14- hydroxycodeine (6-0. 

. : Oxycodol) 
hydroxycodeine (6-01 Chem: 

oxycodol) and 7,8-Dihydro- | NMT 0.10% 

8,14-dihydroxycodeinone —_| 7,8-Dihydro-8B,14- 
dihydroxycodeinone 

NMT 0.10% 
Oxycodone 
Ethylenolate 

NMT 0.10% Ck’'d: 

(Other impuriti ies are in- Unspecified Impurity 

house requirements) NMT 1.0% 

Total Inrpurities         
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Cactavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride, USP 

No.: RM120066(T)-07 Receiving: | Page 6 of 6 

Tests/Methods Specifications Results References 

Particle Size Test Date: 

Distribution Dio: NMT.7um 

In-house Method 
LD/2985/PS Ref: 

Dsy: NMT 30 pm 
. Chem: 

(In-house requirement) 
Doo: NMT 110 pm 

Ck’d: 

X-Ray Powd Test Date: 

Diffraction: 

In-house Method 

XRD/4029/1D Ref: 
(in-house requirement) Confonns to Form B 

Pattern Chem: 
Testing Facility: 

ICON Development 
Solutions LLC Ck'd 
One Halsey Road 
Whitesboro, NY_13492 

COA 

The Supplier's CoA has | Meets Specifications 
been reviewed. 

Retest Date 

One (1) year.             

' + Tests required for reassay. 

* 6-a Oxycodol and 7, 8-Dihydre — 8, 14- Dihydroxycodeinone are reported as per 
chromatographic purity 2 method 

APPROVED NOT APPROVED 

DATE: 

FOR INFORMATION 

TEVA_OK_05055609
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Cactavis 
Ay 

RAW MATERIAL SPECIFICATION 
  

RAW MATERIAL: Oxycodone Hydrochloride, USP 
  

No.: RM120066(T)-07 
  
Page 1 of 3   

  

SUMMARY OF UPDATES 
  

Revision No. Effective 
Date 

Updates CRRef 

No 
  

RM120066(T)-01 11/708 Translation of Actavis Totowa LLC specification # 
RM-0197-00. 

7% 
  

RM120066(T)-02 11/13/08 
For X-Ray Powder Diffraction testing change the 
In-house Totowa method to the In-house Method 

XRD/4029/1D. 
801 

  

RM120066(T)-03 12/23/08 - 

Chromatographic Purity: changed referenced 
methods to LC/0197/RC1(USPXT), 
LC/0197/RC(USP\T) and LC/2985/R.C3. 
Particle Size Distribution: changed referenced 
method to LD/2985/PS. 

818 

  

RM120066(T)-04 

Revised to harmonize with Totowa spec 
RM0197-02: 

1. Identification A — remove Class I from USP 
<741>. 

2. Assay—remove (CigHai1NOs.HC) from 
specifications. 

3. Chromatographic Purity — Two methods 
LC/0197/RC (USPXT) and 
LC/0197/RC1(USP\T) have been merged 
into a new method, LC/0197/RC2(T). Add 
tests for 1-Hydroxyoxycodone, 7-Methy]- 
Oxycodone Hydrochloride, 7,8-Dihydro-14- 
hydroxycodeine, 7,8-Dihydro-B8, 14- 
dihydroxycodeimone and Oxycodone 
Ethylenolate. Change Total Impurities limits 
to NMT 2.00%. 

4. Delete tests for Bulk Density and Tapped 
Density. 

5._Add Limit of Alcohol test. 
    RM120066(T)-05   12/16/09   Changed font from Trebuchet MS to Times New Roman size 12 , 

Assay Test under Specifications adding “Record the 
essay on the as-is basis"   1147     
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A “4 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride, USF 
  

No.: RM120066(T)-07 
  
Page 2 of 3     

  

Revision No. Effective 
Date 

Updates CRRef 
No 

  

  
RM120066(T)-06 

  
11/03/10 

  

Layout and order of tests changed to reflect USP 33- 
NF 28 Oxycodone Hydrochloride USP Monograph 

Minor editorial changes. 

USP monograph nomenclature of Inorganic and 
Organic impurities introduced, 

Organic Impurities, Procedure 2 Impurities added to 
Specification. Six USP Monograph known 

impurities added with specifications, individual 

Footnote for 6-a Oxycodol and 7,8-Dihydro-8,14- 
dibydroxycodeinone added in Organic Impurities, 
Procedure 2 section that results for the two 
impurities will be determined as per filed in house 
method LC/0197/RC2(1) 

Previous Chromatographic Purity section divided 
into Chromatographic Purity 1 and 
Chromatogrephic Purity 2. 

Specifications for Chromatographic Purity known 
impurities are changed as follows 

NMT 0.15% Oxycodone N-oxide to NMT 0.10% 
NMT 0.15% 7-Methyi-Oxycodone Hydrochloride to 
NMT0.10% — : 
NMT 0.50% 7,8-Dihydro-14-hydroxycodeine to 
NMT 0.25% . 

NMT 0.25% 1-Hydroxyoxycodone to NMT 0.10% 
NMT 0.25% Oxycodone Ethylenolate to NMT 
0.10% : 

Added the B symbol to NMT 0.10% 
7,8-Dihydro-8,14-dihydroxycodeinone 
Added (USP) to. method LC/0066/AS(T)   

1377 

    

TEVA_OK_05055611 
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Cacta vis RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride, USP 

No.: RM120066(1)-07 Page 3 of 3 

Revision No. | Effective Updates CR Ref 
Date : No 

' | Assay Testing: change specification limit from 
"97.0% to 103.0%" to "97.5% to 102.5%". 
Organic Impurities Procedure 2: change the Total 
Impurities specification from "NMT 2.0%" to 
"NMT 1.0%" 

RM120066(T)-07 | Current | Chromatographic Purity 2: change the Total 1492 
Impurities specification from "NMT 2.00%" to © 

| "NMT 1.0%"     X-Ray Powder Diffraction: change testing facility 
name from "Prevalere Life Sciences" to "ICON 
Development Solutions LLC"       

Confidential TEVA_OK_05055612 

 



@ SNORAMCOn As 
Noramce, Inc., 500 Swedes Landing Road, Wiknington, DE 19901 

Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

TO: Mr. Eddy Cras, Perchasing 

FROM: Ma Eats 8 Auditor A 
DATE: 5 {|20/«+ 

CUSTOMER SPECIFICATION REVIEW 

Oxycodone Hydrochloride, USP (Fine Grade) 

Next Generation Formula 

NORAMCO EDMS Specification No DS-SPE-19074 
SAP Nou: 51634010201 

  

The following NORAMCO Inc. test specifications MATCH the customer's test specifications. 
  

  

  

  

  

  

  

  

  

  

  

© TEST LIMIT 

Appearance ‘White to off-white, fine crystalline poveier 

Identity — Melting Range (Curcent USP) 218 - 223°C; range not io excead 2°C 

Montity — IR (Curreat USP<197A>) Marches IR of USP Oxycodone Standard 

Specific Rotation (Cunent USP <7818>) +137° t -149° (calculated on the anhydrous, solvent-free basis) 

Water (Current USP <921> Method I) : 30% to 7.0% 

Residue on ignition (Current USP <281>) 0.05% maximam 

Chromatographic Parity (HPLC) 14-Hydroxycodeinens Hydrochloride NMT 0.001% wiw 

Assy by HPLC! UPLC 975 ~ 102.5% wie (Calculated on the anhydrous, solvent-free basis 

Chloride Content (Current USP) 9.8 - 10.4% (Calculated on the anhydrous, solvent-free basis) 

X-Ray Powder Diffraction Conforms to Foon B Pattern       
  

© Page | of 3 
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@  SINORAMCOn. 
Noranco, Inc., 500 Swedes Landing Road, 

As 

Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

  

The following tests have customer specifications, which DO NOT MATCH Noramvco's specifications 

LIMIT 
  

Cirometogeaphic Purity (Calcslted onthe exhgtrons, 
- | solvent-tree basis) 

‘Tom! knpurities (eum of individesl 
reportable impurities > 0.05 %) 

Individual iapuriticn: 

‘F-Mecthyloxycodone Hydrochloride 
individual unspecified impurity 

Morano specificetion for Carosmsngragbic Pari ts listed above wile 
Hamat spoctatien foe Chronmtograptic Purky 2 (la-house Metnod 

NMT 0.10% 
LHitydroxyoxycodone NMT 0.10% 
78- Dilrydeo-i4-hydeoxycodelas (6-0 Oxycodol) = NMT0.25% 
7 14-dihytiroxyoodsinone NMT 0.10% 

NMT 0.10% 
NMTQ106 
NMT.0.10% 
NMT 1.3% 

Noramco and Actavis have the same specification for Oxycodone N-Oxide, 
‘7-Methyloxycodone Hydrochloride aid Individual Unspecified Impurities. 
Norameo specification for Total Imperities NIT 1.0% is tighter than 
Actavis specification of 1.596. Noramco will mect Actevis’ specification. 

‘Norasnco does not have a specification the 1-Hydronyoxycodone, 7.8- 
Dihydro-14-hydroxycodeine, 7,8-Dihydro-88,,14-dirydroxycodeinons and 
Oxycodone Bihylenolate while Actavit does. Norainco’s validated method 
hes been: 10-sepacate these impurities and these impurities are 
captured in the Individual Unspecified lmpwitics with a specification of 
NAT 0.10%. Noramco will meet Actavis' specification. 

NMT 1.0% ww 

NMT 0.10% ww 
NMT 6.10% ww 
NMT0.108 ww 

  

Organic Impurisies Procedure 2 (Actavis test) 

    
NMT 0.15% 
NMT0.15® 

10-Fiydvaxyoxycodone NMT 0.15% 
Hytrocodone NMT 0.150 

NMT 0.25% 62 Oxycodol 
7,8-Dihydro-8B-14-dihydroxycodeinone +=NMT 0.10% 
{edivideal Unapecified Impacty NMT‘0.10% 
‘Total Impurities NMT 2.0% 

Noramco dors 20t perform any other chromatographic purity testing acide 
trom “Chromatographic Purity” Hated above, However, USP 37 

10-hydroxyoxycodone, hydrocodone, 7,8- oxymorplione, noroxymorphons, 
| dibydro-14-hydroxyoodeine (6-c axycodol), and 7.6-dikydro-88,14- 
dihydroxycodeinone are act observed in the Noramco process. Thus, the 
USP 37 impurities are not specified, bet are costrotied as individual 

at NMT 0.10%, 
  

Confidential 
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@ SNORAMCO ne 
AS 

Noraenco, Inc., 500 Swedes Landing Road, Wilmington, DE 19001 
Telephone: 1-302-761-2909 Fax: 1-302-761-2913 

The following tests have customer specifications, which DO NOT MATCH Noramco’s specifications 
  

TEST 
  

Residual Solvents. See ste below Methanol NMT 3000 ppm. 
NMT 5000 pons 

1-Butenol «=—- NMIT' 5000 ppm 

Novamco and Actavis have the same specification for 2-Propeac! snd |- 
Botenol. 

Norameo cantot meet Actavis’ specification of NMIT 1000 ppm for 
‘Methanol at this time. A process capability evaluation was performed on 
recent data for Oxycodone Hydrochloride (00K) loss and it was 
determined thet Noramco’s cucrent process for Oxycodone Hydrochloride 
GIOXY) bs capable of consistently tuceiing 2 specification of NMT 2250 
pp for Methanol. 
  

Puticle Size by Matvern Dw, Ol 21.0 pan 
Dw, 0.3}: £300.0 pm 

Nareenco spesiticatine fr pesticie si is Tinted above while Actavis’ 
epecification fs listed below: 

Dv, 0.1% NMT Ton 
D (+, 0.5): NMT 30 yom 
Dv, 0.9»: NMT 110 pm 

‘This is 2 customer request for Actavis, Noramoo will continue to mect 
Actevis' specification, 
  

Tapped Density ‘As of Septmaber 20, 2012, Actavis no longer require Tapped Density to 
be reported on the Cortificate of Analysis. 
  

Limit of Alcobol (C,H;0H) (Cusreat USP) Ethanol 5s not used in the manufacturing process, und therefore tho Limit 
of Alco USP testing for this sovene ls act performed. 

Norameo does not test for Ethaool while Activis dors. 
  

Retest Date.     ‘Theee years kom date of manufacture | 

‘Moramco setert date is 3 years from date of manufacture while Actavis’ 
| Tetect date is 1 year. 

‘The Noramco retest date of'S years from the dase of stsoufacture for next 
geeeeation Oxycodoas Hydeoctioride is supported by prodact eabitity 

  

Note: Noramco's compliance with the cusreat USP <467> residual snivent requirements has been demonstrated through the use of a 
validated test method to meneure solvents likely to be prusest i the Oxycodone Hydrochloride drug substance. Only the Class 2 solvent 
mothanol and Class 3 solveats 2-propanol and I-butanol ate likely 10 be present. Residual Class 2 solvents are not iiore Guan the Option | 
limit and residual Class 3 solvents are not more than 0.5% (3000 ppm). Therefore, Noramco certifies thet this material M weed, wil comply 
with the esteblished residual organic solvent specifications of USP <467>. 

Please direct questions regarding this review in: Mary Ans Sellers, Customer Service Manager st 302-761-2909. 

Confidential 
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Cactavis RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (Next Generation) 

Ne. RM121173-09 Receiving: Page lof 

Manufacturer: Manufacturer Lot #: 

Qualified Manufacterer(s): Noramco, Inc. 

Tests/Methods Specifications Results References 
| t Description Teat Dete: 

Visual ‘White to off-white, fine . 
crystalline powder. 

Ref: 

Chem: 

Ck'd: 

© Wentification Test Dats: 
A) Current USP as A) Between 218°C and 

- amended 223°C but the rangs 
<74l> between beginning Ref 

and end of melting 
does nat exceed 2°C, 

Chem: 

‘Jowe: 

+ B) Current USP as B) The IR spectrum of Test Date: 
amended the preparation of test 
<197TK> specimen exhibits 

maxima at the same Ref 
a wavelengths a8 that of Use a portion of the asimil 

ie of standard, Chem: 

A. 

Cd:             

Confidential TEVA_OK_05055616



Confidential 

As 

  

  

      

  

  

  

  

        

Cactavis RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride USF (Fine Grade) (Next Generation) 

No.: RM121173-99 Receiving: Page 2. of 8 

f Assay 97.5% to 102.5% of Test Date: 

Nam 
LC4029/AS4(USP) oeciaiad Hf — 
w _ 

Record. the assay on the 
LC/0066/AS(USP) (T) amis basis. 

Inorganic Impurities: | NMT 0.05% Test Date: 

Residue on Ignition 
Current USP a3 
amended 
<2Ri>. 

(See USP monograph 
for instructions) 

Organic Inspurition Test Date: 
Procedure 1: . 

Limit of Alcohol NMT 1.0% (wiw) 

In-hovse Method Ethanol 
GC/4029/RS2 « 

@ Regulatory method is 
Cotrent USP as 
amended     

TEVA_OK_05055617
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¢ actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (Next Generation) 
} Nos RMI21173-09 Roceiving: Page 3 of 8 

‘Teste/Methods Specifications Results References 
| Organic Inspurities = | NMT 0.15% Test Date: 
Procedure 2: Oxymorphone 

Impurities NMT 0.15% Ref 
LC/4029/ASAUSP) ¢ 

NMT0.15% 
or 10-hydroxyoxycodone Chem: 

NMT 0.15% 

In-house Method Byilzovodone Ca: 
LCMOGS/AS(USPYT) * Darr 0.25% Do not report these individual 

6-0, Oxycodol impurity results. Reter to 
(7, 8-Dihydro-14- Chromatographic Parity 2 
hydroxycodeins) method for reportable results. 

@ NMT 0.10% Aree percent values from this 
78-Dihydro-8B, it method are to be included in 
at é dei the Total Impurities 

NMT 0.10% 

¢@ Regulatory method is 
catrent USP as 

NMT 2.0% 
suseaded Total Impexities 

Culeride Content Between 9.8% and Test Date: 

Current USP as 10.4%, calculated on the 
amended anhydrous, solvent-free 

basis, Ref 

‘Chem: 

ck'a:             

Confidential TEVA_OK_05055618
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Cactavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fise Grads) (Next Generation) 

No: BM121173-09 | Receiving: Page 4 of 6 

Tests/Metheds Specifications Results References 

Specific Rotation = | Between -137° and -149° Test Date: 

Current USP as (Anhydrous, Solvent-Free 
amended basis) 
<7818> Ref: 

Chem: 

Ch'd: 

¢ Water 3.0 to 7.0%. Test Date: 

{ Curent USP es 
amended . 

1 © <921> Ref: 

' Method I 

Chem: 

Ck'd: 

Residual Solvents1 | Test Date: 
| to-house Method ' 
GC/4029/RE2 

NMT 1000 ppm Refi 
or Methanol* 

GC/2985/RS2 Chem: 

Ck’d:             

*Report higher value of Mothanel results obtained by either authod GC/4020/R82 or GC/ROBS/RS2 

Confidential TEVA_OK_05055619
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Cactavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (Next Generation) _ 
No.: RM1211°73-09 Rocelving: Page 5 ofS 

Residual Solvents 2 Test Date: 
NMT 5000.ppm 
2-Propanol 

GC/2985/R52 Ref: 

NMT 5000 ppm 
1-Butenol Chem: 

Ck'd: 

Chromatographic Test Date: 
Purity 1 

NMT 0.001% 
@ (in-house requirement) te, 

Chem: 

CK: 

            

Confidential TEVA_OK_05055620
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Ao 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (ext Generation) 
  

      

  

  

  

  

  

  

  

  

          

Now: RM121173-09 Receiving: Page 6 of 8 

Testa/Methods Bpecifications Results _ References 

NMT 0.10% Oxycodone Test Date: 
Purity 2 N-oxide 
In-house Method tian war. 30% , Ref: 

Oe NM — 025% 

LOMIs7RC2(T)> | arent andeine 7a Dott Chem: 
(fo-house requirement) | Oxycodol) cre: 

NMT‘ 0.10% 
+ Regulatory method is CUBE as 7,8-Dihydro-88,14- 

atnonded for 7,8- 
Dihytiro-14- NMT ‘0.10% Oxycodone 

enh ate NMT 0.10% 
Dihydro-88,14- Individnal Unspecified 
dihydroxycodeinone Inapurity 

LO2985/RC1 NMT0:10% Test Date: 
or T-Methyl-Oxycodone , 

LCMIS7RC2 (1) Hyérochloridie 

Total of all Related Ret 
Compound Impurities [weet 1.5% 

Chem: 

Ck'd:     
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Cactavis RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride USF (Fine Grade) (Next Geuerafien) 

No: RM121173-09 Rocelving: — Page 7 of 8 

‘Testa/Methods Specifications Results References 
Particle Size NMT7 pn Teat Date: 
Distribution Dkv,0.1) 10% 
In-house Method 

LDs4029/PS Ref: 

or NMT 30 pm 
Dfv,0.5) 50% Chom: 

LD/298S/P8 

NMT 110 pa Cha: 
(house requirement) | D(v.0.9) 90% 

APolymorph Test Date: 
| Identification 

e In-House Method The x-ray powder 
XRD/4029/ID diffrwotion pattem of the Ref: 

all of the distinct peake ideutified tn the wathod Chen: 
(in-house requirement) 

‘Testing Facility: Ck'd: 
ICON Development 

Solution LLC 
One Heluey Road 
‘Whitesboro, NY 13492 

Confidential TEVA_OK_05055622
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( actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Graile) (Next Generation) 

No.: BM121173-09 Recefving: |_| Page 8 of 8 

‘Tapped Density Test Date: 
In-howse Method 0.60 g/mL to 0,80 gimL 
QAM2ITD ; 

Ref: 

Chen: 

(in-house requirement) ad: 

COA Supplicr’a COA conforms 
. to the USP requirements 

for this lot, 

Retest Date One (1) year. 

{ Tests required for reassay. 

__—__.. APPROVED _____sssSC NOT APPROVED _____ FOR INFORMATION 

BY: DATE: 
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é actavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL; Oxycodone Hydrochloride USP (Fine Grade) (Next Generation) 

Ne.:. RM121173-09 Page 1 of 4 

SUMMARY OF UPDATES 

Revision | Effective Updates CR Ref 
No. Date No 

RMIT 07/12/2006 New item. NIA 

1. Endicate only Identification B is required for reassay 
and.add reassay syinbol to Limit of Alcohol. 

2, Add Polymorph Identification, Residual Solvent, 
Pacticle Size Distribution and Tapped Density tests. 

RMI121173- 1220/2006 3. Add in-house methods to Limit of Alochol and WA 
ao Assay teats. 

4. ‘Add Bthanol and regulatory note to Limit of 
Alcohol. 

5. Remove Chromafographic Purity test and add 
} Related teat. 

RMI21173- To correct Related Compounds Method from 
03 12/22/2006 | LC/4026/RC6 and Assay Method from WA 

LCA025/ASACUSP). 
RMI121173- Update 1H 1H-Oxycodone and ‘Ethylonolate from NMT 

04 08/29/2007 | 0.25% to NMT 0.15% and Total Inporities from NMT- NWA 
2.0% to NMT 1.5% per FDA request. 

RMI21173- | 431493 { Update fotmat for commercial nse. CRog- 
05 3s 

RMI21173- Remove ‘in-house requirement’ from Residual Solvents 
0s 07/0108 | Testing ag per 639 

USP 31/NF 26. 
L Wass chingp paiioaions WU THK 
2. Residual Solvents: Add method GC/2985/RS2 
3. Add new Residual: Solvents 2 teat. 
4. Redated Compounds: Add methods LC/2985/2.C3 

pMIotITS and LC/2985/RC1. Change lintit on 141- 
P NWA Codeinone to 0.0016. Add teat:for 7- 874 

Methyloxycodons 
5. Assay: change limits to. 97.5 % to. 102.5% 
6. Particle Size: add method LD/2985/PS. Change 

teat linsits to NMT 7 um D(v,0.1) 10%; NMT 30 
pm D(v,0.5) 50%; NMT 110 um Div,0.9) 90%           
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Cactavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (Next Gensration) 

Na: RM121173-09 Page 2 of 4 

‘Revision | Effective Updates | Crpet 
No. Date ‘ No 

1. Water: change specifications to-3.0 to.7.0% 
2. Residual Solvents: Add method GC/2985/RS2 
3. Add new Residual Solvents 2 teat. 

. 4. Related Compounds: Add methods LC/2985/RC3 
RMI2UIT# and LC/2985/RC1. Change limit on 14H- 

0 06/19/09 Codeinons to O.001%4, Ad tet fo. 979 
Mathyloxyoodone Hi 

5. Assay--change limits to 97.5% to 102:5% 
'6. Particle Size: add method LDV2085/PS. Change test 

limits to NMT 7 pm D(v,0.1) 10%; NMT 30 pm. 

TXv.0.5) 50%; NMT 110 pm Div,0.9) 90% 
RM121173- Incorrect document scanned into Qumas. Document 

08 06/19/09 | revision only to comect scan. No content: changes were 981         
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AS 
_ RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrechloride USP (Fine Grade) (Next Generation) 
  

No: 2M121173-09 
  
Page 3 of 

  

  

| Revision | Effective 
No. Date 

Updates CR Ref 
Neo 

  

  
RM121173- 

    

Hydrochloride, USP). 

‘Fhe following test methods were renamed to reflect current 
USP33-NF23 monograph nomenclatore and specifiestion 
RM120066(T)06 

From: Residue on Ignition changed to “Jnorgestic Impeurtties: 
Residue on Ignition”. 
From: Limit of Alsobol changed to “Organic Impurities 
Procedure 1: Limit of dicoko?” and removed the retaany teat 
requirement. 
From:‘Related Compounds changed to “Chromatographic 
Purity 1 and Chromatographic Purity 2”. 

Now Tests/Mothod and respective specification requirements 
ibe comely oh arent Cara NTE memo: 

LC/402VAS4(USP) or LC/0066/AS(USPKT) with note 
“Regulatory method is current USP as amended". 

Specification. limits added: Oxymorphons NMTO0.15%, 
‘Noroxymorphons NMT0.15%, 1 0Hydinxyoodons NMT 

Fi sak Hyeonodana MMT O.1S%. 74-Dibytco-14- 

ltecaate method to reed; “LCM02/AS4(UBP) or 
LOMIGHASESPHD)™. 
Teata/Method: Residual Solvents — Deleted statement 
“Regulatory method tz current USP as amended". Added 

footnote; Report higher valne-of Methanol seeulis by-elther 
method GC/4029RS2 or GC/2985/RS2. Teats/Method: 
Spevitic Rotation — Added “(Ankydrous, solvent free 
basig}"to be consistent with USP: monograph. 

Teate/Method: Polymorph Klentification — Added testing 
fhoility informstion.   

1442 
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Cactavis RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrochloride USP (Fine Grade) (Next Generation) 

No: RM121173-09 : Page 4 of 4 

Revision | Effective Updates CR Ref 
No. Date No 

Testy/Methods: Related Compounds- changed name to 

“Chromatographic 
Purity 1 (L.C/2985/RC3) and Chromatographic purity 2 
LC/4029RC6; added alternate metliod to 

parity 2 to read “LCO20/RCO or LG/OI97/RC2(7)” and. 
SEC/298S/RC! or LCA/ISURCH(T)", Changed name of 
specified related compounds and specification limits to be 
consistent with raw material specifications RMLZ0066(T)-06 | 
and API suppliers specifications: from 14H-Codeinone 
NMT.0.001% to “/4-Hydraxycodsinone. Hydrochloride NM? 
0.001%"; from N-oxide NMT 0.15% to “Oxyoorlone N-oxide 
NMT'0.1086 from 1H-Oxyoodone NMT 0.15% to “J- 
Fiydroxyexycodone NMT 0.1096"; froma H-codeine NMT 

RMI121173- 0.50% to “7,8-Dilyadro-i4-hydroxyeodeine (6-alpha 1 
1) Current NMT. 0.25%"; from DH-codeinane NMT 0.50% 1442 

cont'd to “7,8-Dihyiro-8 beta, | 

    
¢-diydroxycodsinone NMT 

0.1096"; from Bthylenolate NMT 0.15% to “Oxycodone 
ethylenolats NMT 0.109%"; from. 7-Methyloxycodone HC] 
NMT 0.15% to “7-AMethy!-Oxyoodone Hydrochioride NMT 
0.1086"ftom elagholarvaat know i oucey NET 0.10% 
to “Individual Unspecified Impurity NMT 0,10396";trom Total 
Impurities to “Total of all Related . 
Replaced note: “Regulatory method is te 
Purity test in current USP as amendad” with” 
method ls current USP a: amended for 7,8-Dilepdro-14- 
kydraxycodaine (6-alpha Oxycodol) and 7,8-Dildra-8 beta, 

I 4-dilexdraxycodeinome”. 

Deleted Testing Facility Prevalere Life Sciences from the 
last ofthe 
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Confidential 

Wet eer ence RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodone Hydrechloride, USP (Next Generation) 
Noz RMI20066(T}10 —Ss_| Recelving: Page 1 of 8. 

Manufacturer: ‘Mennfacturer Lot #: 
  
  

    Qualified Manufacturex(e}: Narameo, Inc. / Johnson Matthey 

  

  

      

Teste/Methods _ Specifications: Results 

+ Description a ‘Test Date: 

Visual White to off-white 
crystalline powder. 

. Ref; 

Chem: 

Ck'd: 

Identification Test Date: 

1A) * Curent USP, as | Melting munge 218°C: - 
amended 223°C, range not to Ref: 

USP <141> exceed 2°C. 
Chem: 

Ckd: 

+B) Current USP as ‘The IR spectrum of the Test Date: 
amended, sample exhibits maxima 
USP <197K> only at the'same 

wavelength as that of a Ref: 
similar preparation of 

the standard. 

Chem: 

Ck'd:       

TEVA_OK_05055628
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8 rat memview RAW MATERIAL SPECIFICATION 

‘ RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation) 

No. RM120066(T)-10 Recefving: Page 2.of 8 

Testa/Methods Specifteations Results References 

} Assay Test Date: 
USP (Method # 

97.5% ta 102.5% of LCO6G/AS(USP)(T) O ‘ Ref 

Hydrochloride, 
calculated on anhydrous, 
solvent free basis. | Chem: 

Record the assay on the 
as-is basis. 

C's: 

© Inorganic Impurities: Test Date: 
Residue on Ignition NMT 0.05% 

Current USP as amended Ref. 
© <2B1> 

(See USP monograph for . 
instructions) "| Chem: 

Ck'd: 

Organic Imparities 
Procedure 1: 
Limit of Alcohol 

| Accept supplier Test Date: 

Current USP as amended | *tfication that ethanol 
is not used 

[For Norameo) Ref: 

|Iivhouse Method 
GC/2879/RS Ethanol - NMT 0.5% Chem: 
[For Johnson Matthey] | 90 ppm) 

Methanol - NMT 0.1% Ck'd: 
{1000 ppm)             

Confidential TEVA_OK_05055629
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¢ actavis . 
pert srurtinesone RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride, USP: {Next Generation) 

Nes RMI20066(T}-10 Receiving: _ | Page 3 of $ 

_ Tests/Methads " Specifications Results References 

Volatile Process Test Date: 

In-house method | Bihyl ether -NMT 
GC/B79RS 0.05% (500 ppm) Ref: 

{For Johnson Matthey] 0.07% (700 = . 

Cee 

tT Organic Impurities = | NMT‘0.15% ‘Fest Date: 
Procedure 2: Impurities | Oxymorphonc : 

NMT 0.15% 
In-house Method Noroxymorphone Ref; 

AS NMT 0.15% | 
10-hydroxyoxycodone Chem: 

NMT 0.15% 

Hydrocodone : Ce: 

NMT 0.25% Do not report these 
6-2 Oxycodol (7,8- —_| individual impurity 
Dihydro-14- ‘results, Refer to 
hydroxycodeine) Chroniatographic 

Parity 1B and 2B 
methods for 

NMT 0.10% reportable resuies. 
7,8-Dihydro-86, 14- Perceat values from 
dihydroxycodeinone these methods are to 

be included in the 

Total impurities. - 

NMT 0.10% 
Individual Unspecified. 
Impurity 

NMT 1.0% 
Total Impurities             
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mene RAW MATERIAL SPECIFICATION 
RAW MATERIAL: edo sees UEP (Net Generate) / 

Nos RMi2@066(1)-10 Receiving Page 4 of8 

© Gliloride Content Test Date: 
Carreat USP as amended [9.8% - 10.4%, 

(on anhydrous, solvent- 
free basis) Ref 

Chem: 

wea 

* Specific Rotation Test Date: 
Carrent USP as amended | Between -137° and 
<781S> [-149° (Anhydrous, 

solvent-free basis) Ref: 
@ (See USP monograph for 

instractions) Chen: 

Ckh'd: 

+ Water Determination . Test Date: 

Curent USP aé amended |3.0% to 7.0%. - 
| <$21>, Method I (Neramen specification) Ret 

Chem: 

NMT 7.0% 

Gohnson Matthey Ck'd: 

Specification) 

Confidential 
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mo cme RAW MATERIAL SPECIFICATION 
RAW MATERIAL: Oxycodane Hydrochloride, USP (Next Generation), 

No. RMI20066(T)-10 Receiving: Page 5. of 8. 

‘Tests/Methods Specifications Resalts / References 
* Residual Solvents: Test Date; 

NMT 3000 ppm 
In-House (Method # Methanol 

NMT 5000 ppm 
| {For Noramco Only) =| 2-Propranol 

. Chem: 

NMT 5000 ppm 
1-Butanol cee 

Chromatograpie Test Date: 

NMT 0.001% Refs 
In-house Method 14-Hydroxycodeinons 7 

LC/2985/RC3 Hydrochloride 

Chem: 

[In-house requirement a 

for Norameo} c'd: 
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na i maser RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation). . 
Not RMI20066(T)-10 Receiving: Page 6 of 8: 

TestsMethods  Spetifications Results _ References 
eee NMTO10% Test Date: 
To-house Method Oxy , N q 
LCW197/RCAT) Ref: 

NMT 0.10% 
4 Regulatory method is ‘J-Methy!-Oxycodone Chem: 
Curreat USP es amended for | Hydroctiloride . 
78-Dihyéro-14- . 

hhydroxycodeine(62 8 INMT-0.25% +a 
oxyendal) ani 7.8-Dibyafo- 7,8-Dihydro-14- Ck'd: 

4-dihydroxycodéinane ‘ B. hydroxycodeine 

(Otc inna oieer 
» 7,8-Dihydto-86,14- 

[For Noramvo Only] tciydrony - 

NMT 0.10% 
* | Individuel Unspecified 

Impatity 

NMT 1.0% 
‘Total Inparities 

Chromatographic Teat Date: 
Porliy 2A 

NMT 0.001% Ref: 
Ta-house Method 14-Hydroxycodeinone . 
LO/2879RC 

Chem: 

{In-house requirement ‘ 
for Johnson Matthey] | Cha: 

NMT 0.001% 
| Codeinone             
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Cactavis 
thee pment eigen” __ RAW MATERIAL SPECIFICATION 

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation) __ 

‘No.:. RM120066(T)-10 | Recefving: Page 7 of 8 

Tests/Methods Specifications Results References 
+ Chromatographie NMT 0.10% | Tesi Date: 
Parity 2B Oxycodone N-oxide 

In-house Method 4 
. NMT' 05%. LOMIZ/RCAT) 17.8-Dikydro-14- Ref: 

bydroxycodeine 
| @ Regulatory method is 6-2 Oxycodal) Chem: 
Canent USP as amended for NAKT 0.10% . 

14- 7S Dinytro-} (on 7,8-Dihydro-8p,14- 
hyde oh Dand Z and 7,8-Dihyéro- dihydroxycodeinone Cha: 

86, 14-dihydroxycodeinone NMT ‘0.10% Codeine 

(Other imporities are in- | NMT ‘0.10% Thebaine 

house requirements) RMT 0.10% 
Individual Unspecified 

[For Johnson Matthey | tmpirtty 

Only} NNT 0.50% 
Total Impurities 

; - 
: Particle Size Die: NMT Tym | Test Date: 

In-house Method ‘Ref: 

LD/2985/PS : NMT 30 pm Dsz: NI aT 30 . 

Dag: NMT 110: pm ce 

* X-Ray Powder Test Date: 
Diffraction: , 

In-house Method Confonns to Form B 
XRD/4029/1D Pattern, exhibiting the Ref: 

. . following distinct peaks (in-house requirement} (0.2 28); 

‘| Chem: 
Testing Facility: 83°20 

ICON Development |10.7° 28 
Solutions LLC 120° 20 Ck’d 
One Halsey Road 16.2° 26 
Whitesboro, NY 13492 | 19.1°.29.   
  

TEVA_OK_05055634 

  
 



Confidential 

feral prised meu se 

pO 

RAW MATERIAL SPECIFICATION 
  

)RAW MATERIAL: Onyendone Hydrochloride, USP (Next Generation). 
  

Nez RMI20066(T)-10 Receiving:     
Page 8 of 8 

  

  

‘Teste/Methods Specifications 
  

Palledium. Content 

In-house method 
ICP/2879/PAL. 

| pPor Johnson Matthey 
Only} 

Testing Facility: 

Metrics nc. 
1240 Sugg Parkway 
Greenville, NC 27834 

NMT 0.005% WAY 

Test Date: 

Ref: 

  

Meets Specifications 

    One (i) year,         
  

+ Tests required for reassay. 

* Accept supplier's results from Noramco Inc, Wilmington site only, 

__. APPROVED 

BY: 

: NOT APPROVED FOR INFORMATION 
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Wem sinart metione 

p--é 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation) 
  

No. RM120066(T}-10 
  
Page 1 of 4—     

SUMMARY OF UPDATES 
  

Effective Updates CRRef 
  

RM12006(T)-01 1107108 "Translation of Actavis Totowa LLC specification # 
BM-0197-00. 796 
  

RM120066(T)-02_, 11/13/08. 
For X-Ray Powder Diffrection testing change the 
Tn-hodse Totowa method to the In-house Method 
XRD/40295/1b..- 

801 

  

RM120066(T)-03 12/23/08 

Purity: changed referenced | Chromatographic 
ssethods to LCAIST/RCL(USPXT), 
LLC/OIST/ARCCUSPT) ated LCM2985/RC3. 

'/ Particle Size Disteibution: clianged referenced 
method to LD/2985/PS. 

818 

  

RMI 20066(7)-04 

Revised to harmotize wilh Totowa spec 
RM0197-02: 

1. Identification A — remove Class I from USP 
<I4\>. 

2, Assay — remove (CisH2NO,HC) from 

3. Chromatographic Purity — Two methods 
LOWI97/RC (USPT) and 
LE197/RCI(OSPXT) have been merged 
into a new method, LC/OIST/RC2(1). Add 
tests for 1-Hydroxyoxycodone, 7-Methy!- 
Oxycodone Hyttiochloride, 7,8-Dihydro-14- 
hydroxycodeine, 7 “8 Dibyaro-8,14- 
dihydroxycodeinone and Oxycodone 

’ Bthylenolate. Change Total Impurities limits 
to NMT 2.00%. 

4. Delete tests for Bulk Density and Tapped 
Density. 

5. Add Limit of Alcohol test. 
  

RM120066(1)-05     12/16/09 

Changed font from Trebochet MS to Times New 
Roman size 12 
Assay Test under Specifications adding “Record the   assay on the as-is basis”   1147     
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AG 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation) 
  

Nos RM120066(T)-10 , 
  
Peas 20f 4     

  

"Revision No. 
Date 
  

  
RM 120066(T)-06 

  
1103/10 

  

Layout and order of tests. changed to reflect USP 33- 
NF 28 Oxycodone Hydrochloride USP Monograph 

Minor editorial changes. 

USP monograph nomenclature of Inorganic and 
| Onganie: impurities introduced. 
Organic Impurities, Procedure 2 Impurities added to 
specification. Six USP Monograph known 
impuritics 2dded with specifications, individual 
unspecified and total impurities, 

Footnote for 6-2, Oxycodol and.7,8-Dihydro-8,14- 
| dibydroxycodeinane added in Organic Impurities, 
Procedure 2 section that-resulis for the two 

impurities will be determined as per filed in house 

method LC/(0197/RC2(T) 

Previous Chromatographic Purity section divided 
into-Chromatographic Purity 1 and 
Caromatographic Purity 2. 

impurities are charged es follows 

NMT 0.15% Oxycodone N-oxide to NMT.0.10% 
NMT 0.15%-7-Methyl-Oxyoodone Hydrochloride to’ 
NMT0.10% 

NMT 0.50%.7,8-Dihydro-14-hydroxycodeine to 
NMT0.25% 

[NMT 0.25% 1-Hydroxyoxycodone to NMT 0.10% 
NMT' 0.25% Oxycodone Ethylenclate to NMT 
0.1 

Adided the B symbol to NMT 0.10% 
7,8-Dihydro-8,14-dihydroxycodeinone 
Added (USP) to method LC/AQ065/A5(T).   

1377 
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Week gered eeguhtane 

f--& 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation) 
  

No: RM120666(T)-10- 
  
Page 3 of 4     

  

Revision No. |Eiifective | 
Date 

‘Updates 

  

RM120066(T)-07 O4/01/11 | 

Assay Testing: change specification limit from 
"97.0% to 103.0%" to “97.5% to 102.5%". 
Organic Impurities Procedure 2: change the Total 
Impurities specification from “NMT 2.0%" to 
“NMT 1.0%" 
Chromatographic Purity 2: change the Total 

Impurities specification from “NMT 2.00%” to 
“NMT 1.0%” 
X-Ray Powder Diffraction: . change testing facility 
name fiom “Prevalere Life Sciences” to “ICON 

Development Solutions LLC”   

RM120066(T}-P NIA 

1482 

  

Johmson Matthey included into Qualified 
Manufacturer. : 
Organic Impurities Procedure 1, Limit of Alcohol: 
[Curent USP as amended], specified for Norameo. 

An in-house method GC/4029/RS2 and 
manufactirer’s limit of NMT 0.5% included for 
Johnson Matthey. 
Organic Impurities Procedure 2, Impurities: A note 
included to refer to Chromatngmphic Purity 1B and 
2B methods for reportable results of 6-« Oxycodol 
(I, &-Dibydro-14-hydrazycodeine) and 7,8- 
Dibydro-8, 14-dih i 
‘Water Determination: Johnson Matthey 
specification of NMT 7.0% included. | 
Residual Solvents: Test requirement specified for 
Norameo material only. 
Chromatogrephic Purity 1 and 2 renumbered as 1A. 
and 1B and these tests requirement is specified for 

Noramco material. 
New tesis of chromatographic purity 2A and 2B 
included with their method number and these tests 
requirement is specified for Johnson Matthey 
material. : . 
‘Organic Imparities Procedure 2, Impurities, 
Chromatographic Purity 1B and Chromatographic 
Purity 2B tests are identified as requirement for 
reassay. 
XRD specification format changed to include XRD 
peaks. 

1530 

    RM120066(T)-P1 N/A   Change the particle size method from LD/2985/PS-   P to LD/2585/PS.   1634   
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pe 
RAW MATERIAL SPECIFICATION 

  

RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation} 
  

No RMI120066(T)-10 
  
Page 4.0f 4     

  

Revision No, Effective 
Date 

‘Opdates 
  

RM120066(T)-P2 NIA 

Palladinm Content test added for Johnson Matthey 
Material. 
Limit of Alcobol test included from Johnson 
Matthey. 
‘Method mumber updated from GC/4020/RS2 to 
GCR879/RS 
Volatile Process Impotities test included for 
Johnson Matthey. 

1641 

  

RM12006KT}-P3 NIA 

‘Updated Actavis logo. 
Removed Noramco’s old generation impurities (1- 
hydroxyoxycodone and Oxycodone Ethylenolate), 
from Chromatographic Purity 1B, as per FDA's 
request. 

. 1900 

  

RM120066(T)-08 Osis 

Add the following tests to reduced testing: 
Identification A - Melting Range, Residue on 
Ignition, Chloride Content, Specific Rotation, 
Residval Solvents, Particle Size Distribution, X-Ray 
Powder Diffraction for materials received from 
‘Wihnington Deleware site. 

Impurities. 
Formatting. 

1570 

  

RM120066(T)-09 0208/13 

Add (Next Generation) to tide of RM. 
‘Indicate the suppliers results can be accepted from 
Noramco, Inc. Wilmington site only. 

Remove “P” designation from Chromatographic 
Purity 1B and 26 method LC/0197/RC2 (1) 

1964 

    RM120066(T)-10   Organic impurities section: 
Change note is Results.column to “...Percent values 
from these methods are to be included in the Total 
Impurities".     2093     
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"WRequired for Contract Laboratory 

‘The attached signed documents serve as a Quality Agreement between both companies. 

  

PAGE: TOrZT 
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Quality Agreement 

Between 

Watson Laboratories, Inc. 

And 

Noramceo, Ine. 

March 2014 

Version:1.0     
  

  

  
Printed On: 13-Mar-2015 1040-53 EDT Confidential 

      
  

TEVA_OK_05055641



Confidential 

. QUALITY AGREEMENT 

FOR ACTIVE PHARMACEUTICAL INGREDIENT 

Agreement CAgreement’) ls entered into effective as of the Inet date of signature 
nti Det) ecru Wc Laban) , with corporate 

jonts Corporate Center fil, 400 interpace FPatiway, Pateippany, New Jorwey 
07064, USA and Norameo, Inc. ("Noramco"), with offices at 600 Swedes Landing Road, 
Wimington, DE 19808 and 1440 Olympic Drive, Attans, GA 30801 with regard to sil product(s) 
purchased by Watson fram Norsmeco (individually and collectively referrad to herein a6 "AP%’). 

NOW, THEREFORE, the parties harsby agree ne follows: 

1. MANUFACTURING 

4.1. Noramoo shail manufacture the API at fs plant ee detailed in the Drug aster File (OMF) 
ot Certificate of Sultablity (CEP) a2 applicable for each and every applicable API. 

1.2. Noremeo shail not use of trensfet of @ later date any of the marufectuing or tesling 
operations for the API to third parties or other eltes without prior notification to Wataon af 
any euch proposed change so that Watson may make eny required reguiatery flings and 
to prevent any materfal adverse effect on Wateor’e business. 

"4.3. Noramco shal take all antione to qualify (and thereafter maintain quailficstion of) the 
facilities at which such takes and shell that jant for rence snares ay a npn we ae op 
fagulations and quidence documents. 

1.4. Noramco shall take all actions to comply with the most current version of the [CH 
Guidelines pertaining to Active Phannacsutical ingredient (API) manufacturing, 
speciioally ICH 7A, Good Manufacturing Practioe Guidelines for Active Pharmaceutical 

1.6. Nocarnoo shal aleo comply with market epectfic requirements end focal leieltione 
provided Wateon hee noGfied Neramco of such requirements and regulations. 

1.6. Noremco is responelsle for sppreving ef suppliers of starting materials and ol! euppliers of 
intermediates. 

4.7. Noramco shell have a system for evaluating the suppiiera of criioal meters and 
intermediates used in the manufacture of the API. It s recommended that Noramoo audit 
their suppliers of critical starting materials and suppliers of crlical intermedisies. 

1.8. Each API shell be menufactured in accordance with the apeciiications as agresd upon by 
the Parties in writing. 

12. Changes to these epectioations must be mitualy agreed upon and commurcsied in 
vetting between the Parties, excent for compendial changes, or speoification tightening. in 
acre nn Sm emly Wetnon war Normaco bacames eum of the need for 

1.10, Norameo sia use approved validsted test methods for teating cf raw materials, in- 
process materials and APis in accordance with the applicable DMF or Certificate of 

  

  

Noramoo-18 
Rev. 2.0 Pege 1 of 17 
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Gul720S7tabilty (CEP) as applicable and eny other test requirement(s) which has been 
Mutually agreed between Noramoo and Watson Quality Department. 

4.41. Norameo shall use ite established cGMP sysiems for evsivetion, approval and 
maintenence of all sub-coniractad services with a cGIAP impact on AP! manufactured. 

2. CERTIFICATE OF ANALYSIS 

21. Neranos shal pa x dgned Caine ofA and Certain of Coplanc 
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Quality Assurance. 

2.2. The Certifioste shail Include; 
22.1. Neme of API 
2.2.2. Batch number 

2.2.3. Faelerence to tha agreed epecification (DMF, Ph.Eur., USP, ete) 

224. Dateof manufacture 

2.2.5, Reteet date or Expiration Data 

2.2.6, Nama of eact test performed 

2.2.7. Acceptance Emits . 
@ . 22.8. Numerical or toxt results of each test. 

2.8, The name, addrees and telephone number of the mentfeecturing loostion shall appear on 
Gach Certificate and it shell be signed by euthorized personnal. 

24. Noramoo oetifles by slgning the Certfoatn of Analeia tht the AP! he bean mannactured 
in accordance with oGMPs. 

3 AP! ACCEPTANCEIREJECTION 

34. Pininon shall eet cach delve ot A cory te xmnty egreed upon specication or 
follow intemal approved procedura for abbrevialed testing. 

3.2. API ‘that falls to meet aocaptance criteria will be rejected. Watson will notify Noremon, in 
writing, the reason far the rejection. 

33. Noremoo guarantees compliance of the API wih the agreed specifications throughout the 

34, in the case of ary clapute over reeifts, an arbtrmy lab chosen by Watron wil inet fhe API 
und results obtained will be considered final. 

4 STABILITY 

4.1, Noramco shell have a dooumented on-going testing program designed to monitor the 
stabltty characteristice of the API in containere that simulate the commercial 

Noremeo-13 
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43, 

44. 

1, 

62, 

83, 

61. 

62, 

| 

| 

| 
| 

| 
| 

[i rma of ne satay Sotg sot be used to conn foe AP erage condone 
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and expiry andor retest cate. 

Noreoo ull notly Watson within three business daye of any confirmed stability failure 
telating to the batches of API sent to that ocour batora the explry or 
Tatest date. Wiiten notificafion shall provided to Waizon ifthe AP fats to 
meet Re expiration or retest date, 

The atabiity ansiytioal tset method be Validated and stability Indicating. 

EXPIRATIONRETEST DATE \ 

The expiry and/or retest date shail be on data derived from stability studies in 
containers that einuiate the el packaging or smat-soste packaging of similar or 
identical material compoaliion. 

hep nr me nl apo Cine tt 
Noramco shai! notify Watson of any changes to the ssaigned expiration’ 
Teteat dete during the lite of the API. 

DOCUMENTATION | 

Norarnco shell be responsible for bosping records endl documentation of manufacturing 
and testing cf the API, Intermediates a/xd atarting materials In eocordance with the few, 
including; 

6.1.1. Batoh records | 

8.1.2, In process results | 
6.4.3. Laborstesy tesingrecords | 

81.4. Equipment usages 

6.1.6. Rew matertal inventory 

Noramco shall document ati deviations the manufacturing process arxi/or testing of 
the API in the batch records or testing |. 

record reterien procedures but n at averl no ewe than one year coat ta ora 
tecord retention procedures ew one ‘expiration 
date of the batoh, ” venr 

For APIa with reteat dates, ein, Sonera tsb sn fot at os yours tr 
betch ie completely dietrixuted, 
Fama mt veer Woe bite ee 

Watson, (pon request. 

REGULATORY INSPECTION | 

Noramoo ahall Inform Watuon In advance of sny upcoming Reguistory Inepection, wiver it 
fs foreewen thal the apection wil or colid cover eny Dakss of API supped 40 Watson. 

| 
Noramon-13 \ 
Rav. 2.0 Page $ of 17 
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7.2, 

73. 

3.1. Noremeao 

8.3, 

6.3. 

70, 

10.1. 

11. 

14.4, 

Noramoo shall inform Watson, within three (8) business days, of any Regulatory 
inepection thet reletes to the manufacture of any betchas of AP! supplied to Wateon. 
Noremeco shail provide Watson with a report on the inspection outcome, upon request. 

Noramco shed advise Watson in of any reguietory compliance issues, including. 
but not iimited to, the reosipt of a lotler, any responses or notices such as @ 
FDA Form 483 or a Warring letter received from any applicable sithorities, 
‘with respect to Noramco's manufacturing, packaging, testing or storege of the API, which 
relate to or may acivereely impact production of the API, Ai documento maybe redacted 

as needad. 

AUDITS 

Nerameco shell alow Wetuan i conduct x tnity ale complancs suk, upon por win 
notiffontion, for the purpose of neviewing Noramen manufacturing and contro! systeme 
Used to produce the API. 

cous tat fe sony ey tafe fe sity rev Shep hea occins 

Watson (e.g., Warning Letters, product recaiie, 

During eny such audit, Watson may Inepect any scram tu Nearest 
maintain under this Agreement, end any of the faciiiiies of Norames used in the 
manufacture, teating, packaging or storage of the API. 

Watson auctta will be maintained in confidence, and will be made avaiable only to 
competent reguietory aithorities (upon request @.g., EMEA, MRA, end QP) or where 
Otherwise legally obligated, . 

RESERVEDIRETAINED SAMPLES 

. Noramco shel reserve and retain a euificient quantity of the API batch to conduct at least 
procedures, two full speoification lasting 

Appropriately (deniffied reessve samples should be reiained for one yaer alter the expiry - 
date of the batch assigned by Noramoo or for three years efter the distribution of the 
batch, whichever le the longer. For APis with relest cates retein samples should be 
retained for three yeurs after the complete distribution of the batch. 

Reserved samples shall be stored in the same packaging system or equivalent scale to 
the packaging system used to. ship to Watson. 

INVESTIGATIONS 

Noramco shall be reeponaible for and use commercially reasonable efforts in inveedigating 
‘any teot result or in-process testing that fails tp meet applicable epeciinations. Noramco 
wl conta aboruoy Heston, which must be approved by Noramco’s Quality 

VALIDATIONS 

Noramao shell enaure that the manulaoluring process ls validated before any routine 
Production oan start. The vatkistion should ensure thet the process is capable of 
consistently achieving the applicable AP! acceptance epectiostions. 

£8
0c
-W
UA
X-
SG
 

  

  

Noramon-13 
Rev. 2.0 Page 4 of 17 

. —PRGETEOT2T— 
Printed On: 13-Mar-2015 10:40:53 EDT Confidential 

        

TEVA_OK_05055645



e8
0e
-W
uA
X-
Sd
 

11.2, Noramoo ehali ensure that the analytical test methods used to test the manufacturing 
process are validated. 

11.3. Noramco shell ensure that equipment-cieaning procacures and laboratory test metivods 
are validatad, . 

11.4. A validation protocol should describe: 
44.4.1. The equipment to be cleaned 

14.4.2. Procedures 

11.43, Mateciole 

11.4.4, Acceptable dleening levels 

41.4.6. Paramelers to be monitored and controted 
11.44. Analytiesl methods 

11.6. Naramoo shell eneure thet ny celsted GMP compuler system used for the manufecturing 
and control of the AP! is valkdated. 

1 temct ten, and electronic racarde must comply with applicable reguietory 
ents (e.9., Section 6.4 of ICH Q7 21CFR Part 11, EudreLex Val, 4 Annex 11). 

12, REPROCESSED / REWORKED AP! 

12.1. Noramoo shell enaure thet any reprocessing of API is documented. Reprocessing 
@ spproved procedures shal be in agreement uith the current appicable DMF. 

12.1.4. eamroceesing i defined for Dupe re ee EG (rE noe 
the ovfgines manufaaturing procedure that le included in the manufacturing process 
in the epplicatie DMF. 

12.2, The fest batch manufactured under a new reprocess shouid be Included In the ongoing 
stability program required hereunder. 

12.8. Neramco shall not supply reworked API to Watson. 

12.3.1. "Reworking’ Is defined for purpoess hereot as subjecting material to non-original 
Procese manufacturing step(s). 

13. PACKAGING/GHIPPING 

18.1. Noramco shall ensure the API is packaged In ecoordance with the packing materiel thet 
complies with the épecification contained within the spplicable filing. 

43.2. Noremco ahak maka commercially reesonably efforte to eneure that, during peckaging, 
storage, and ehipping of the API, there ie na possibility of deterioration, cantaminstion, or 
mix up with any other material. 

413.9, If products manufectured under this agreement ere shipped te Watson on sooden pellets, 
these must not be chemically treated or contain wood trasted with preservatives. 
Noramco wifi use only heat-treated pallets that are in compliance with ISPM No. 15. 

Naramco-13 
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13.4, Noremco shall, upon Watson's request provide Information pertzining fo the supply ohein 
of the API from manufacturer warehouse to receipt by Waleon facility where the 
reaponsibilty ta transfered to Wateon. 

14. CHANGE CONTROL 

14.4. Norames shell have @ documented and effective change control system in place. 
, splvaations@hactayi.com of Norameo shail notify Watson on a common email address: 

any significant chatges from satablished production and process control procedures that 
gan impact the qually of the supplied API andior ery requietery applioefions rested tothe 

14.2, Nonmmoo shell not make any modifications or changes to the DIF or API, which could 
affect Weleon’s manufecturs of ks finished drug procuct thet Incorporates the API, without without 
first advising Watson In of the proposed change. The proposed change notiicetion 
should, include but not be finn 

14.2.1. The manufacturing process 

14.2.2. Analytical mathods and spectications 

14.2.3, API starting material vendors 

14.2.4. Sie of manufacture 

14.3, Watson and Noramoo shail mutually agree upon a schedule and, If necessary, 
soy exerervont othe OM prt the Fadon of eunh arge. 

containing 
consult with each other as to how best te proceed. 

16,2, The final decision as to any recall of any Watson's finishad drug product shail be made by 

18. COMPLAINTS 

18.4. Noramoo shal have a written procedure for the investigation of quality-ralaiad compiainis. 

16.2, Noramoo shell reepond to Watson within 30 calendar days from the date of eubmitial of 
the complaint by Watson. The response shail include the conciusions driven by the 
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investigation and the corrective/preventive actions defined. 
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410.3. in come the Invedtigation could not be Snalieed within $0 calendar deye, Nosamao wt 
provide an interim report to Watson. . 

16.4. Watson wil meke relevant Informetion and semples of the affected batches) of the API 
avaliable to ansiat in the investigation of Noramoa (as appropriate), 

16.5, Normmeco will dorm Watson if any received complaint could aleo have a serious impact on 
betohes supplied to Wateon (.¢., the complaint consitluiss a potential risk t0 patients’ 
health or sefety). 

16.8, The statutory and/or contractual obligations of Watson to Inepect the goods upon delivery 
‘and to prompily notily any defect or shortage remain unaffected. 

17. PRODUCT QUALITY REVIEW 

17.1, Noramoo shell conduct and document a quality review of the API annually. The product 
Quality review for the AP! ghall be available for on-eite review by Waison. 

17.2. On an annual beele, when requested by Watson, Noremeo shall provide Watson with a 
statement regarding the BSE/TSE status of the API. 

18. REGULATORY DOCUMENTS 

18.1. Noramoo is reeponelble for preparation, submission and maintenance of the appropriste 
fagiatration documents tor the API (Le. dossier for CEP, OMF, or equivalent). 

16.2. Norasnoo ig reapers for all contact wi retavent egutetery authors wih Krtecicficn 
oer . 

18.3. Upon written request, Noramco shall allow Watson fo refer to Noramco's ragistration 
documents for the API, in order to support Watson’ Marketing Authorization 
for firished drug product made fram API. 

18.4. Noramco shell provide current information on the API to Watson, as reasonebly 

rer eco wl et rn CEP, DU recat, wre pon. 

19. TRAINING 

18.1. GMP training shai be conducted for those individuals who are involved In the 
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202. The Agreement can ba concaled by ether Paty by olng (xh) monthe writen naios to 
the other Pariy. 

21. KEY RESPONSIBILITIES 

Raguiatory Compliance —_- 

Reaponstbiiities Wateon Noramoo 

* Auhertastirs NOA. NE. DMP, CEP, wn an epetiabie) . x 
2._Malnisining vaid manufacturing Hoenme(s), as applicable 
3. Maintaining site master file, as applicable : 

4. Inferm on significant. changes : 

5. submit and maitain documents for the x 

@ 
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(Le. CEP, OMF, or 

6, Submitting notifications/applications to authorities for x 
updating Of exdating regulatory feings 

API Starting Matariels, Rew Materials, Process Aids, intermediates, and APt 

Responsibittties Watson 
  

7. Setting apecifications for AP}, meteriats and Intermediates 
8. Puroheaing materiale according to specifications 

© ©. Quetiying and monitoring matedel euppllers 
10, Gampiing and testing of incoming material, os epprapriste 
14. Generating and approving Master Batch Procedure/Record 
12. Manufacturing API to Mester Baich Procedure (Incl. 

reproosssing, packaging, ‘ 
18. Performing batch record review 
14, Assigning batch numbers 
18. Sampling, tasting, end releasing of intermediates and API 
18. Performing in Process Controls 

17. Stoting retention sampies 
18. Documenting ali deviations, Invesligating O08 and ciiical 

70, Maintaining (cerliled) reference alandarde 
20, Purchsaing end Tosting of Packaging Meterial 
21. Labelling, Label Printing and Label Recondiiation 

Storage and Shipment 

Responsibilities ‘ Watadn 

22, Storing API under lshalled conditions x 
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23, Maintaining storage conditians during tranaportetion unt! 
agreed transition point 
  

24, Provide Mekaite! Safety Data Sheets or equivalent “ 
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Responsibfiities 
  

  

26. Archiving the originel menufacluring and control documents 
  

27. nang Cos loate of Analysts 
  

28. Preparing reports on OOS, critical deviations, 
  

Fe sd er enonta as 7 soreed between the partion’ me
 
I
K
)
 

  

  

  

Equipment Cleaning 
+ Responsibilities 
  

  

  

Qualification / Validation 
  

Responsibilities 
  

30. Quallying of equipment, utilities and faciities 
  

31.V: the manufacturing process, theaning procadires, 
sraivical metrods, and cunculerasd wyetane 
  

  

ed 
  

Responsibilities 
  

  

58. Assonivg rtet paid orate) 
foal period fx Sainte aati tie Ee eet AP 
  

38. ‘Weteon within three business of any confirmed 
pnurea reiting ts ie AP? boat coaur etre he 

assigned expiry or retest dete 
  

  

Product Quality Review 
  

Responsibilities 
  

38, Conduct and document a review cf the API annually; 

sity review 
‘The product quality review for the AP! shail be avaiable for on- 

by Wataon 
  

0 ; ; 37. fh an annual basis, when requested by W provide |   
Norarace-13 
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Complaints end Recall 
  

Responsibiities 
  

ae 
  

30. Implementing corrective.sctions, If necessary 
  

  “1, Have procedures in plas to feciltate the recall of an API nd voli suihorlies, exe coserrere, or 
  

  

8
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"erty ng ie ‘drug procuct made from API 
  

Sub-Contracting 
  it 

  

44. Qualiying and monitoring sub-contractors 
  

45, Maintain « Chaality for the auboontractad activity, 
witch shai be for on-site review by Wateon 
  

Regulatory inspections 
  ‘   46. Advise Wateon in wri any reguistory lance issues 

to any Wouters uletory reports nto ee 
Fam Shen errr eats 

‘warming letters with reapect to the 1 
testing, or storage of the batahes of AP! sent to . 
  

  

  

Tt
   47. Welson shad pravida prior exit watien noifloation to Noramoo 
  

ee 

  

48. Weteon shall issue Noremco an audit 
observations within 30 days from mudit ores 
between the porties 
  

50. Norameo shall seve to aif observations 

Aeturanee tithin 30 Baye ct dof fe report or be agreed 
between the partes         
  

  

[ _Reprocessed / Reworked AP! 

Norameo-18 
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51. Inform Wateon in waiting. a reprocessed batch Is to be 
supptiad 

52. Norames shall not supply reworked API to Watson 

Chango Controd 
Responsibilities Watson Noramoo 

63. Notify Watson of painitahad production ene 
pcee or Sia con impact quaitty of the x 

84. chien vitegn in wrt bafore Modifications or or changes to 
Ltn AP but not ened to the x 

ransacking om, rt ratte of mmuraciones 

65. Watson and Noremco shall mutually 
schedule & Ty erererwertto the oun Xx Stobieon dace Seow | 

22. MISCELLANEOUS 

, 22.1. Amendment. 

: 22.1.1. THs Agreement may only be emended or modified by a writen instrument 
© saculed by both parties hereto. 

22.2. Assignment 

22.2.1, This Agreement shal inure to the benef of, and shail be binding upon each of, the 
parties hereto and their reepective successors and permiitad assigns, 

22.3. Severebllly 

22.3.1. In the event that any one or mone of this Agreement, or terms contained 
herein shall be dectared kwelld, illegal or in ary respect, the velidiy 
bo acct ee ponies ated Rete nn herein shot inno wey 

22.4. Section Headings 

22.4.1. The section headings contained In this Agreement are for reference purposes only 
and shell not affect in eny wey the meaning or interpretation of this Agwement. 

22.6. Counterperts 

22.5.1. This Agreement may be exeouted in any number of separeie counterparts, eoch of 
which shell be deetived to be en orgine: but which together shell onetkiae one 
end the same inavument 

22.8. Confidertialily of this Agreement 

Noramco-1$ 
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22.8.1. Confidentislty of thie Agreements covered by sny Mutual Confidential Disclosure 
Agreement executed between Watson and Suppiier that is in affect on the date of 

signing of this agreement or executed during the term of this Quality Agreement. 

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as set forth below. 

  

  

WATSON LARORATORIEG, INC. fe 

By. 

Name: _Sigribur Blin » {f2—— 
Department Manager Quay 

Tite: _ Global Quality Agreaments Tee Director of 

Date: 21, des. 2013 Date: fas a 
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‘List of Appendicas 

Appendix 1 Change History 
Appercix 2 LiatofaPis 
Appendix 3 Contact Persons 

©@ 

Noramoo-13, 

Rev. 1.0 Page 13 0f 17 

. PAGES Zt 7 
@ Printed On: 19-Mar-2016 10:40:53 EDT Confidential . 

Confidential 
TEVA_OK_05055654



Confidential 

€8
0€
-W
U4
X-
Sa
 

  

  

  
            

  

  

APPENDIX 1 

CHANGE HISTORY 

0.0 New edition 8 
1 ——— Te er 
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APPENDIX2 
I 

| LIST OF APis 

APs covered by thie Agreement: 

AP! Name Manufacturer Name Manufacturing Address 

Hydrocodone Btartnete | Noramoo inc. 800 Swedes Landing 
Onyoodone HCl, USP , Witnington, DE 19803 

| Morphine Sulfate 1440 Ofyrnpte Drive 
Oxymerphane Athens, GA 30801 

Hydromonphone Noramco inc. 4440 Olympic Drive 
Hydrochloride Lathens, GA_30801           
The above list of APte may not be exhaustive. The listed APis.may be purchased by different 
Waison aites or APIs may be further edded.to the above lat by mutual agreement. The changes 
wil be presented In the form of a newly stated Appendix 2. The general terme and conditions of 
this Agreement shell apply to the newly added APis as well. 

@ The specifications for the above APIs sre to be agreed on eeperaisly by Noramoo ‘and 
respective Watson site using the 

each purchase order, 

Subcontractors, which may be used by Norameco: 

API Name .Neme and Address of Activity 

Not Applicable 

  

  

  

        
  

Note: Updates to thie appendix oan bs executed vis addendums, and Go net require an update 
to or revision of the egresment. 
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APPENDIX 3 

  

  lero ea iene Rorarico 

  i i 

@ vison 13000 NW 2nd Street, Bidg A, Sunrine Fi 
99325 
Tal: 954-382-7882 

Emalt pal. danventtyateon.com 

Linda carrer, OA 

Laboratories Florida           

Watson 
13800.NW 2nd Street, Bidg A, Suntiee, 

FL $3326 
Phone (054) 362-7632 
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cs ‘Watson Fiorano 
Mo 

Exec Dir, Quality 
Corone-US: Corona, A [Bldg 1) ~ CA 

E Mak 
T: 861-483-4388 

  

Y Guality neahana Peikova JM GURO 
Agreement Actavis Operations EQ0D DIRECTOR GF QUALITY 

, Quality Agreements Speciaiet NORAMCO 
28, Atanas Oukov 302-888-8486 
1407 Sofa, Bulgaria JGUROGITS.INJ.COM 
7 ee 2 Saat vee 

E Mak: pnosthovetiacievie bo 

Sigsidur Etfn Jénasdéttr 
Department Manager 
‘Global 
ACTAVIS GROUP PTC att 

        
  

Note: Updates to this appendix wél be executed vie addendums, and do not require an update 
{0 of reviaion of the agreement. 
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IN WITNESS WHEREOF, each of the parties set forth below hes executed thie Agreement, 
acknowledges its terms and shall be cutitled to the rights and obligations of Buyer hereunder. 

“Ze Signature: Ot 

Print Name: 

Watson Labo ) Totowa Li 

Signature: a Signature: ZL Mus WAC 

Print Name: “ell aiagsao PPE rie Name ‘ a ed GH 

Title: iP Feel, feocuenea tite: JY? (Lobd frscttt mal 

   

    

   
orn Nae bulge ALi 

ite HALA foot 

° ae aS 
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