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FINAL VERSION
PRIVILEGED AND CONFIDENTIAL

I

THIS AGREEMENT is made as of lanuary 1,-2009, (“Fffective 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 ai 200 Elmora Avenue, Elizaheth, New
Jewsey 07207 and its Affiliates (“ACTAVIS™Y.

WITNESSETH

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

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

WHEREAS, ACTAVIS wishes 1o purchase bulk active ingredients frony NORAMCO to use in the
manufacture of finished drug producis containing said active ingredient for distribution and sale
throughout the United States.

NOW, THEREFORE, in consideration of these promises and the mutual covenanis contained herein, the
parties agree as follows:

ARTICLE 1.0 DEFINITIONS

1.1 “Affiliate™ of a party (o this Agrecment shall mean any corporation or parthership or other entity
which directly or indirectly controls, is controlled by or is under common controi with such party.
“Control™ shall mean the legal power o 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™ shall be the total purchases ot Product during a calendar year.
1.3 “DMF” as used herein shall mcan the file maintained by the U.S. Food and Drug Administration
{(“FDA™), which contains information submitied by NORAMCO with respect te morphine sulfate, its

composition, manufacture, and packoging.

1.4 “Forecasted Requirements™ shall be ACTAVIS' expected requirements for Product during the
periods defined in Articie 4.

t.5 “Product”™ as used herein shall mean morphine sulfate in bulk form and meeting the
Specifications.
1.6 “Specifications” as vsed herein shall mean the moterial specifications set forth in Exhibit A,

attached hereto and made a part hereot.

i3 “Territory™ as used herein shall mean the United States.
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. ARTICLE 2.0 MANUFACTURE. PURCHASE 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
Agresinent.

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

23 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 NORAMC('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 10 the price of the Product.

33 Should NORAMCO be unabie to supply ACTAVIS® requirements for Product during any period
during the term of this Agreement, ACTAVIS shall be permitied to purchase its requirements of Product
during such period from third parties without violating this Agreement.

. 3.4 NORAMCO shall 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 transfer, or by other means acceptable to NORAMCO, no tater than sixty (601 days

after receipt. NORAMUCO reserves the right to refuse orders snd hold shipments of any Product should
ACTAVIS® account be in arrears greater than fifieen (15) days.

ARTICLE 4.0 FORECASTS

4.1 Within sixty (60) days of the Effective Date, ACTAVIS shall notify NORAMCO of its
Forecasied Requirements for the upcoming calendar vear.

4.2 ACTAVIS shall also furnish o NORAMCO during the first calendar month of each subsequent
guarter of the term of this Agreement, a written projection of its Forecasted Requirements of Product for
cach 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 contirméd in ACTAVIS’ written purchase order.

ARTICLE 5.0 PRODUCT ORDERS

5.1 Product shall be ordered on ACTAVIS® standard purchase order form accompanicd by the
associated Drug Enforcement Adninistration (“DEA™) Form 222, which shall specifically reference this
Agreement. The terms and condilions contained in the purchase order, to the extent that they are
inconsistent or in conflict with the provisions of this Agreement, are hereby superseded.
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5.2 ACTAVIS shall issue written purchase orders to NORAMCO at least forty-five (45) days prigr 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 mstructions. NORAMCO shali
be required to supply such quantitics ordered, provided said quantities for any calendar quarter are no
greater than thirty-live percent (35%) ol the Forecasted Requirements for the next twelve (12) months per
Anricle 4.0.

ARTICLE 6.0 DELIVERY

6.1 NORAMCO shall cause the Product to be shipped to ACTAVIS or iis designate in the quantities
specified in ACTAVIS” purchase orders. Delivery shall be F.O.B. the place of shipment. NORAMCO
thall bear the expense and cost of putting each order of Product into the possession of the carrier. Risk of
loss 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 1o ACTAVIS the results of such testing
including, but not imited to, a Certificates of Analysis with each shipment,

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

ARTICLE 7.0 INSPECTION

7.1 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 notify NORAMCO in writing within ninety (90) days after receipt of the.

shipment whether it aceepts or rejects the Product. ACTAVIS’ failure to reject Product within such
period shall constitute acceptance thercof, provided, however, that nothing contained herein shall prevent
ACTAVIS from rejecting Product for latent defects discovered by ACTAVIS afler such stipulated period
hus expired and which could not reasonably be discovered within ninety (90) days of receipt of Product
(provided that ACTAVIS notifics NORAMCO within thirty (30} days after it discovets or reasonably
should have discovered such latent defect),

7.3 Without himitation to any other rights specifically set forth in this Agreement, if ACTAVIS
rejects Product under Section 7.2 as non-conforming to Specificanons, NORAMCQ shail promptly
replace, at no additional cost 1o ACTAVIS, and as ACTAVIS solc and exclusive remedy, any Product
which fatls to meet Specifications 45 10 which a timely rotilicalion pursuant to this paragraph is provided
to NORAMCO.

ARTICLE 80 REGULATORY MATTERS

g1 ACTAVIS shall be responsible for obtaining and maintaining during the term of this Agreement
all pecessary govemmental registrations or approvals, including all appropriate state, province or local
registrations or appmvals as required, for the manufacture and marketing within the Territory of finished
drug producis incerporating Product supplied by NORAMCO hereunder.

8.2 NORAMCQO shall maintain updated DMFs in the Territory with the appropriate governmontal
authorities. NORAMCO shall grant to ACTAVIS a right of reference to the DMFs on file in the
Territory and shall provide information 1o ACTAVIS concerning the composition, manulacture and
packaging of Product as may be required by governmental authorities to enable ACTAVIS to obtain and

TEVA_OK_05054382



Attorneys’ Eyes Only

maintain governmental rogistrations of approvals for the manufacture and marketing in the Territory of
finished drug products incorporating Product supplied by NORAMCO hereunder. Further, NORAMCO
will notity ACTAVIS of any material changes in the DMF process prior to implementation as required by
the FDA “Guidelines for Drug Masier Files™ Section VJIA and applicable FDA regulations.  Such
changes may mclude, but are not limited to, modifications in production, testing or packaging procedures,

83 ACTAVIS shall have the right, 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 o these observations.

R4 NORAMCO shall nonfy ACTAVIS of the following within three (1) husiness days:

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

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

ARTICLE9.0 PRODUCT COMPLAINTS, ADVERSE EXPERIENCES, AND RECALLS

9.1 The parties will notify each other by facsimile (and confirm receipt of same) of all complainis
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 Producr
sold by ACTAVIS. ACTAVIS shall investigate all Product complaints with respect to the Product, shall
maintain a complaint file and shall forward completed complaint reports relating to the Product 1o
ACTAVIS within two (2) business days afier completion of a complaint investigation. As neéeded,
ACTAVIS shall provide interim status reports to° NORAMCO of complaint investigations if the
investigation cxceeds thirty (30) calendar days from the day of receipt of a complaint. 1f NORAMCO, in
its Teasonable discretion, determines that any physical, chemical, biological or other evaluation should be
conducted in relation to a Product complaint, ACTAVIS will conduct the evaluation and provide
NORAMCO with a written report ot such evaluation. ACTAVIS will notity NORAMCO within twenty-
tour (24) hours if any such Product evaluation determings that the Product fails to meet Specifications.
Evaluations requested by NORAMCO that are not required by regulation and not typically cammied oul by
ACTAVIS in the usual course of its investigations will be at the expense of NORAMCGO. NORAMCO
shall maintain a complaint file and shall immediately notitv ACTAVIS of any complaints telating to the
Product, which may be the result of, or have an effect on, the manufacturing performed by NORAMCO.

92 The parties shall notify each other without undue delay, but in any event within three (3) business
days, regarding any adverse drug cvents (“ADEs™). ACTAVIS will file any ADEs required under 21
CFR 314.80and 21 CFR 31481 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.

63 The parties shall cooperale fully with one another in connection with: (1) any field actions related
to the Product including, but not limited to, a recall, field or safety alert, Product market withdrawal,
stock recovery or field cormection and related press releases and communications (“Recall™} required by
any regulatory authority or court; and {ii) any Recall requested by either party. In the event cither party
belicves a Recall may be necessary with respect to any Product provided under this Agreement; such
Party shall immediately notify the other in wnting, In the event it is delermined that a Recall is necessary
or appropriate, ACTAVIS be responsible for coordinating such Recall, including all contacts with the
FDA, and NORAMCO shall provide all necessary cooperation, information and assistance requesied by
ACTAVIS.
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9.4 ACTAVIS shall be responsible for all Recall Costs (as defined below), and shall reimburse
NORAMCY 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 Apreement, applicable laws or iis
negligence or witltul misconduct, in which event NORAMCO shall reimburse ACTAVIS for its Recall
Costs o the extent atiributable 10 NORAMCO and in accordance with its relative responsibility for the
Recall. If 2 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
Cosls shall mean the expenses of notification and destruction or return of the recalled Product, and, in the
casc of NORAMCO, Recall Costs shall also include 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. Fach of the parties shail use commercially reasonabie efforts 1o
minimize the Recall Costs, which it incurs and shall provide to the other, upon request, reasonable
cvidence of the out-of-pocket expenses being claimed by il

9.5 This Section 9 and the obligatiuns 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
16.1 NORAMCO warrants that the Preduct 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,

¢} Be in compliance with all applicable federal, state, provincial, and local laws and
regulations.

102 NORAMCO warrants that it will manufaciure Product in compliance with all applicable federal,
stale, provincial, and local laws including, but not limited to, cGMPs as applied (0 bolk pharmaceutical
chemicals as regulated by the FDA as well as all applicable NORAMCO Siandard Operating Procedures
during the term of this Agreement.

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

Indeminification by NORAMCO. Subject to Section 10.4 of this Agreement. NORAMCO shali
indemnify, defend and hold harmless ACTAVIS, s directors, officers, and cmployees (“Actavis
Indemnified Parties”) against any and all Liability brought against ACTAVIS to the extent ansing or
resulting from' (i) a claim of infringement of any patent or the unautherized use of a trade secret resulting
from the manufacture or sale of the Product; (i1) the breach by NORAMCO of iis representations,
warrantics .or obligations set forth in this Agreement or resulting from the breach of its obligations io
deliver Praduct in full conformiry to the Specifications and all applicable Jaws; or (iii) its negligence or
willful misconduct, except ihat any of the foregoing anses out of or results from ACTAVIS™ obligations
or the negligence or willful miscondiect of any Actavis Indemnified Party.
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Indemnity Process. Each party agrees, to the extent reasonably practicable, 10 cooperate with the
indemnifying party in the defense ol any claims made by third party(ies) 1o which this Section 10 apphies,
including. but not Timited to, (i) promptly notifying the indemnifying party and uts applicable insurance
carrier of the Lighility to be indemmilied; (1) allowing the indemnifying pany 10 conduct and control (at
the cost and cxpense of such indenmiflying party}, at ils option, the defense of such a claim and any
related settlement negotiations, with the cxception of a settlement which includes any admission of
liability by the indemnified party, which admission may only be granted io the indemnifying party by the
indemnified party in writing; and (is) affording all reasonable assistance to the indemnitying party {at the
cost and expense of such indemnifying party) and making no admission prejudicial 10 the defense of such
a c¢laim. Subject to other provisions of this Section 10, the indemnitied party may, at its sole cost and
expense, participate in the defense of any claim hereunder with counsel of its own choice.

104  Limitations of Liability. NO FARTY SHALL BE LIABLE TO THE OTHER FOR SPECIAL,
INDIRECY, [INCIDENTAL, CONSEQUENTIAL DAMAGES, [INCLUDING (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, LUINDER ANY
APPLICABLE CIRCUMSTANCES, ANY SUCH DAMAGES ARE REASONABLY FORESEEABLE.
THIS LIMITATION OF LIABILITY SHALL. NOT EXTEND TO A PARTY’S INDEMNIFICATION
OBLIGATION LUNDER ARTICLE 10y, 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 1.0 INSURANCE

11,1 The parties shall each, at itv own cost and expense, obtain and mazintam in {ull force and effect
the following insurance during the term of this Agreement: (a) Commercial General Liability Insurance
with per-occurrence and general aggregate limits of not less than $10,000,000; and (b) Product and
Completed Opcrations Liability Insurance with per-occurrence and general aggregate limats of not less
thar $10,000,000. In the event that any of the required policies of insurance are written on a claims-made
basis, then such policies shall be matntained dunng the entire term of this Agreement ard for a period of
not less than three (3) vears 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'® prier writlen notice
shall be given 10 the other party in ihe event of the cancellation, termination or non-renewal thereof.
Each party shall pame the other party as an additional insurcd ou both the Commercial Liability and
Products/Complcied Operations Liability Insurance policies.

ARTICLE 12.0 CONFIDENTIAL INFORMATION

12,1 In carrying out the terms of this Agreement it may be necessary that one party disciose to the
other certain informarion which is considered by the disclosing party to be proprielary and of a
confidential nawre. As used herein “Confidential Information™ shall mean any and all information,
knew-how and data, technical or non-technical concerning any finished drug product or bulk active
pharmaceutical igredient, its manulacture, marketing and sale, which is disclosed and reduced to writing
under this Agreement os set forth below and which ACTAVIS or NORAMCOQ identify as proprietary and
confidential, Confidential Information shall include, but shall not be limited to plans, processes,
compositions, formulations, specilfications, samples, systems, techniques, analyses, production and
guality contral data, testing data, marketing and financial data. and such other information or data relating
1o any finished drug product or butk active pharmaceutical ingredient or its manufacture, marketing or
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sale.

122 The receiving party shall aot use the Confidential Information for any purpuse 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 nced to know it as a part of the recetving party’s obligations hereunder
and said employees shall hold the mformarion in confidence pursuant 1o this Agreement. The receiving
party shail not disclose Contidential Information to any third party without the written consent of the
disclosing party.

123 The obligations of confidentiality as provided herein shall rerminate five (5) vears from the
expiration or termination of this Agreement and shall impose no ebligation upon the recetving party with
respect to any portion of the received information which (i) was. known to or in the possession of the
receiving party prior to the disclosure; or (i) is or becomes publicly known through so fault aitributable
t the receiving party; or (iii} is provided to the roceiving 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 gencrated by the receiving party independently of any disclosure
from the disclosing party; or (v) is requited by law to be disclosed to government officials whe 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 s0 that the disclosing party may seek an
appropriate protective order pror o such required disclosure. The receiving parfy will reasonably
coopceraic with the disclosing party in its effonts to seek such protective order).

124 Upon expiration or earlier wrmination 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 |, 2000 (“Effective Date”) and shall continue for an
initial term of three (3) years. Thereatier, this Agreement shall e 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
inttial term ot renewal term.

13.2  Either party may terminate this Agreement for matenal 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 party or the breaching party is not continuing to make all reasonable efforts, with due
diligence, 10 remedy such breach bevond said thirty (30) days. Any termination of this Agreement in
accordance with this provision shail be effective as of the date of receipt by the breaching party of a
written notice of termination from the non-breaching party.

133 ACTAVIS shall have the right on sixty (60) days’ prior written notice to terminate this
Agreement, without penalty, in.the event, in its sole discretion, the sate of Product manufactured pursuant
1o this Agreement becomes commercially non-viable, if any intetlectual property of any third party may
be infringed, misappropriated or otherwise violated by the manufacture, import, use, sale or distnibution
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
Authonty requires ACTAVIS to cease production on Product.

134  The nghts and obligations with tespect t 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
liability which at such time has already acerued or which thereafter accrues from a breach or-default prior
to such cxpiration 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 1o survive such termination,

ARTICLE 14.0 NOTICES

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

If 10 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
Maorristown, New Jersey 07960
Antn: Legal Department
Facsimilc: 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 tme Lo time by notice served as set forth above designate a different
address or a different or additional person to which all such notices or communications hereafier are to be
given.

ARTICLE 150 LEGAL REQUIREMENTS

15.1  All actions to be taken by the parties under this Agreement shall be taken in full compliance with
all apphcable laws and governmental regulations and the provisions of this Agreement shall be so
construed to efieciuate such compliance.

152 Anything herein 1o the contrary notwithstanding, ncither party hereto shall be obligated to do any
act putsuant Lo any provisions of this Agreement, when to do so would be inconsistent with any law, rule,
ruling, regulation or order of any duly constinued governmental body having jurisdiction over either

party.

153 It any provision of this Agreement is determined 1o be illegal or unenforceable or incapable of
construction consistent with legal or regulatory reguirements, 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 creale a partnership or jowat veniure
beiween the parties, and cach of the parties shall be an independent contractor in all matiers connected
herewith, Except as expressty provided herein, neither of the parties hereio shall hold itself out as the
agent of the other, nor shall either of the parties incur any indebtcdness 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. It any dispute should arise between the parties with respect to this Agreement, the parties shall
first negotiate in good faith in an atiempt fo resolve such dispuie prior o bringing any legal action.

172 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 arbitranion 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 arbilration from the AAA's National Roster of Arbitrators pursuant to agreement
or through selection procedurcs adminiistered 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, assuning that the arbitration will be concluded and the award rendered within no more than
eight (8) months from selection of the arbiwator or, failing agreement, procedures meeting such time
limits will be designed by the AAA and adhered to by the partics. The arbitration shall be heid in New
Jersey and the arbitrator shall apply 1he substantive law of New Jersey, except that the interpretation and
enforcement of this arbitration provision shall be governed by the Federal Asbitration Act. Pror to
commencement of arbitration, emergency relief is available from any court to avoid irreparable harm.
Subject to Section 10.4 of this Agreement, the arbitrator shall not award either party punitive, cxemplary,
multiphied or consequential damages (including but not limited to lost profits) or attorney’s fees or costs.

173 Prior to commencement of arbitration, the parties must attempt io mediate their dispute using a
professional mediator frotn AAA, the CPR Institute for Dispute Resolution, or like organization sclected
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 resotve the
matter. In no event will mediation delay commencement of the arbitration for more than forty-fivc (45)
days absent agrccment 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 controt of the
party, including but not limited to Acts of God, fire, civil unrest, strike, disruption utilities or other public
scrvices, flood, war, order of any court, or vther causes which cannot be controlicd by the party who
tailed 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 ot a breach of any provisions of this Agreement shall not operate or be
consirued as a waiver of any subsequent breach.

ARTICLE 20.0 ASSIGNMENT

20.1  This Agreement may not be assigned by cither party without the prior writien consent of the
other which consent shall not bc unrcasonably withheld. Notwithsionding the foregoing, either
NORAMCO or ACTAVIS may assign its rights and/or obligations hercunder to any of its Affiliates or in
connection with any sale of the businest to which this Agreement relates,

ARTICLE 2] .0 AMENDMENTS

21,1 No changes in or additions (o this Agreement shall be binding unless specifically agreed 10 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 constitules 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 o the subject matier of this Agreement,

IN WITNESS WHEREOQF, the parfies hereto have caused this Agreement 1o be executed in duplicate by
their duly authorized representatives as of the day and year first above writien.

Norameo Inc. Actavis Elizabeth LL.C
By: /é ‘4{“""" ,
Name: Michael Kindergan Mame: /{ ?WJ M. g At
Title: Global Vice President, Marketing & Title:- foa (INA/W{:: 2 C')(Q’-m ﬂo‘(\/

Business Development
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EXHIBIT A

SPECIFICATIONS

{Attached)
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. NORAMCO ic

DGC NO: PR-NOR-206

VERSION: 390
DOC TYPE: PRODUCT SPECIFICATION Page tof 5
TITLE: MORPHINE SULFATE, USP (FINE GRADE)

LOCATION{SY: ATHENS, WILMINGTON

Supersedes: PROG2

VERSION DESCRIPTION

.0 Legacy document PROG26,7 migrted to EDMS.

20 Updated Header anid .egacy document numbers throughout. Updated deseription section

(1.0). Updmed specifications according 1w 08-C0C-055. (AL (muldmg)

30 Chunged the titke of section 3. 16 {rom “Organic Volatile lapurities™ 10 “Residual Selvents™
and updated to eddress USP <467> residual solvent requirements. Added Athens asa
location for testing (O8COC 182 and 03COUIES, A, Gaulding),

- No update notification

>
v s
hxd
L
3 )
Yo

1

i

.

Dacument prinied on Document printed by Effective Date i

. 08 Jan 2009 - 22:36:01 GMT +01:00 Darby Mary Ann {mdarby) Ol Drec 2008 00:03:21 GMT +04:00 !
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. NORAMCO wc

DOCND: PR-NOR-206
VERSION' 3.0
DOC TYTE: PRODUCT SPECIFICATION Page 2of §

TITLE: MORPHINE SULFATE, USP {FINE GRADE)

LOCATION(S): | ATHENS; WILMRNGTON

Lo PRODUCT DESCRIPTION

80, SH,0

-
<
L
A
~ - -2
[
T Morphine Sulfate
oo X .
o) C3HspN2 Oy 55
o Mol WL 75883
L 7.8-Didehydro.Sa-Epoxy-1 7-methylmonshinan-3 6o-dicl Sulfate (2:1) (Sakt) Pentahydraie
e
3 2.0  ITEM NUMBER
.,g‘-‘ Ttem No. 770006
: SAP No.: 51634001701
! -
‘ 7 30  PROPERTIES & REQUIREMENTS
‘ | £ i1 Description
’g White to off-white crysealline solid
" 32  Identification — IR Absorption (Current USP <197 A>)
9 Matches IR of USP Marphine Sulfate Reference Standard |
e {dried @ 145° for 1 hour) l
L1l 33 Ideatification— Spot Test (Current USP) E

Purple, then blee-vioiet

34 Identification — Color Test (Current UIST) : f
Bive then dark red-brown BU* \I F’ DER .”A[_

s Identification - Salfate Test (Curvent USP <19]1>)

+  Barium Chloeide TS: A while precipitate should form that is insofuble in either
Hydrachloric acid or Nitric acid.

¢ tlydrochioric Acid; No prucipitate shouid form.

»  Lead Acelaie TS: A white precipitate should form with a neutratized sotution of sulfie
that is soluble in Aminceiurn Acetate TS,

1 st b e+

3.6 Specific Rutation (Current USP <7318>)

Document printed on =107 10 —109.5" (AnhydroBy&iasitlent printed by Effective Date
08 Jan 2009 - 22:36:01 GMT +{}1:00 Darby Mary Ann {mdarhy) 01 Dec 2008 00:03:21 GMT +01:00
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. NORAMCO e

DOU NO: PR-NOR-206

VERSION: 3.0
PRODUCT SPECIFICATION Prge 3 of 5
MORPHINE SULFATE, USP (FINE GRADE)

ATHENS; WHLMINGTON

DOCTYPE:
TITLE.
LOCATIONGS):
37
38
, 39
o
o
o
p= 314
‘= EX]
U 302
it
o
R ®]
. - 343
o )
=
Z 304
T
o3 a5
l.-z .
et
St
&8
316

Document printed on

Attorneys’ Eyes Only

Avidity (Current USF)
NMT 0.50 mlb, is required o prodnce a vellow color

Water (Corrent USF Method { <924}
Between [0.4% and 13 4%

Residue on Igmition {Corrent USP <281}

Mot more tian O.1%, from 500 mg

Chioride (Current USP)
Na precipitate or twbidity 15 produced immadiately

Ammoniam Salis {Current USP)
Mo ador of ammonia is perceptible

Limmit of Foreign Alkoloids (Current USP)
Mot fess than 7.5 ml_ s seguired (1.5%)
Residual Ehanol by GC (SOP-NOR-1443)
Not more than 5000 ppr

Assay by HPLL {SOP-NOR-1443}
G8.0 - 102.0% (Calcubated on the anhydrous basis)

impurities by HPLC (SOP-NOR-1443)

Morphine M-Oxide: NMT §.15% wav
Morphinone Saffate: NMT 0.15% whw
Preudomorphine Sulfate: MNMT 0.15% wiw
Cundeine Suffawe: NMT 0,200 ww

[ndividual Unspecified (mporites:  NMT 0.10% wiw
Total Impurities: NAMT FD% wiw

St ks € 3P 467 CONFIDENTIAL

To be included on Certificate of Analysis:

Norameo's cotnpliance with Ure curmend USP <467 residua solvent requiremients has been
demonstrated through the use of a validated test method w» measure sobvents likely 1o be present m the
Morphine Sufate drug substance. Only the Class 3 solvent 2thano! is likely 1 be present. Residual
Class 2 solvents arc below the Option 1 fimit mid residual Class 3 solvents are below 0.5% (5000 ppm),.
‘Therefore, Noramco certifics tha? s material, if icsted. wilh comply with the established residual
organic sedvent specitications of USP <457,

Document printed by Effective Date
04 Jan 2009 - 22:36:01 GMT +0i;00 Darby Mary Ann {mdarby) 01 Pec 20408 00:03:21 GMT +0H00
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. NORAMCO mc

DOC NO: PR-NOR-206

VERSTON: 3.0
DOCTYPE: PRODUCT SPECIFICATION Page 4 of 5
TITLE. MORPHINE SULFATE, USP (FINE GRADE)

LOCATION(S): ATHENS,; WILMINGTOM

4.8 IN-HOUSE PROPERTIES & REQUIREMENTS

4.1 Color by UVAVIS {Aulg &:408 nm) (SOP-NOR-1443)

Informative

42 Density (SOP-NOR-1443)

Untapped: Informative
E Tapped: Informative
e Valume oceupied by 10 grams (untapped):  Informative
ot
faw] 13 Insoleble Macter (SOP-NOR-1443)
?....% Passos test
-E 44 lmpurities by HPLC (SOP-NOR-1443)
g
" Oripavine Sul fate; WMT 0. 10% wiw
£ Apomrpling Sulfate. NMT 0. 10% wiw
ﬁ Thebaine Sulfate: NMT 0. 10% whw
53

Particle Size by Airjet Analyzer (SOP-NOR-1443)
2100 Mesh: Informative

?

”~
i #4350 Mesh: NLT B0% passing through
t 146 Particle Size hy Malvers Mastersizer (SOP-NOR-1443)
a3 Median Diamerer: 12-25 pm
s Percent Greater than S0 por; NMT 10%
on Percemt Less than 3.5 pny; NMT 0%
o
5! 50  RETEST DATE
& $ Years from dale of manufacwmre

5.0 PACKAGING, LABELING & STORAGE

&1 Packaging
Packaged m double polyethylenc finers in high-density polyethylene (HDPE) drums. The
polyethy kene liners ore twisted and tied with focking Ge wraps and the drums are secured.
6.2 Labeting
Lach container shall be clearky murked with at least the following:

+  Conlenls Name
«  Batch'Lot Numbcr

e CONFIDENTIAL

Document printed on Document printed by Effective Date
08 Fan 2009 - 22:36:01 GMT +01.00 Darby Mary Amn (mdarby) 01 Dee 2008 00.03:21 GMT +01:00
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. NORAMCO e

DOC NOQL PR-NOR-206

VERSION: 3.0
DOC TYPE: PRODUCT SPECIFICATION Page 5of §
TITLE: MORPHINE SULFATE, USP (FINE GRADE)

LOCATION{SY ATHENS; WILMINGTON

63 Storage
Store between 15-40°C a3 supporied by product stability.

0 SAMPLING REQUEREMENTS

Analytical: Claain approxansiely 100y of smaple fiom a representative souree of cach bawh in o
tarpe polvethylens: bag or piastic contaimer,
Retain; Obtain appreximately 80g of sample from o representative sowrce of each batch in a large
o poiyvethylens bag er plastic container,
o]
et 80  TESTING FREQUENCIES
f:._ New
Fj Charncteristic TP Lot Retest
m IR Absorption Current USP ot MR
! Tdentity — Spot Test Current USP 1l N/R
= {deniity — Color Test Curremt (ISP ot NR
= [dentity ~ Sulfate Test Current [ISP tflot N/R
Specific Roution Current USP [ N/R
M Acidity Current USP Hlot NR
=t Water Current USP ot 1ot
-3 Residue on lgnition Current {JSP 1ot NR
[ Chloride Cuarent USP lilot MR
. - Ammonitm Safts Cument US¥ 1710t =R
Linit of Foreign Adkaloids Current USP i ot N/R
C Assay by HPLC SOP-NOR- 1443 ot /tat
? Residual Solvents Current USP N/R N/R
P Color by UV/VIS SOP-NOR- 1443 1Al MR
! Density SOP-NOR-1443 1ew NR
a3 Insotuble Maaer SOP-NOR-1443 Vot /R
o lmpurities by HPLC SOP-MNOR-1447 ifiot Ilot
o -t Ethanol by GC SOBE-NOR-1443 Hlat NR
g Panticle Size SOP-NOR-1441 i/iot NR
&% Nt Not Required
e %
i
i
i
CONFIDENTIAL |
i
Document primcd on Docoument printed by _ _ Effective Dale i
08 Jan 2009 - 22:36:01 GMT +01:00 Darby Mary Ana (mdarby) 0 Dec 2008 60:03:21 GMT +51:00
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. ‘ SUPPLY AGREEMENT
THIS SUPPLY AGREEMENT, effective January 1, 2015 (the “Effective Date™), by and between Norameo, Inc.,
a Georgia corporation, with offices at 500 Swedes Landing Road, Wilmington, Delaware 19801 (*“Norameo™)
and Actavis, Inc., a Delawars limited liability company located at Morris Corporate Center 111, 400 Interpace
Parkway, Parsippany, New Jersey 07054 and each of its Affilistes set forth in Appendix I and made a party to

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

WHEREAS, for the AP1 listed in Appendix B, this Agreement supersedes the Amended and Restated
Active Ingredicnt Supply Agreement between Norameo and Watson Laboratories, Inc., dated July 18, 2008, and
as amonded on the following dates: December 21, 2009, January 1, 2011, January 4, 2012 and March 1, 2013,

WHEREAS, this Agreemont supersixies all pre-existing supply agreements and amendments between
- Norameo, on one hand, and each of Actevig LLC, Actavis Totows, LLC and Actavis Elizabeth L1.C (DE), on the
other, including the Supply Agreement between Noramco, Inc. and Amide Pharmaceutical, Inc. (to become
Actavis Totowa, LLC) dated Ssptember 7, 2004, and as amendad on the following dates: June 15, 2005, January
31, 2007 end December 21, mmmwmmmmmmmm
dated Janvary 1, 2009

WHEREAS, Noramoo is engaged in the bustness of mamfacturing and selling active pharmaceutical
imgrodicnts;

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

WHEREAS, Buyer wishes to purchase the active pharmaceuticel ingredicat(s) for itsuse inthe
. mmMmofﬂmeduct(ud@ﬁnedbhw)mdemmﬂmgmmlyﬁuwﬁwM

ingredient(s) to Buyer on the terms end 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:

DEFINITIONS

Famofﬂﬁxﬁmgﬁwﬁﬂwhgmdsmmhwhmwﬁdm

“Affiliate”- means with respect to either Party, mmmmm
limited liability compamy, trust or other legal person or entity thut 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 inberest in, or more then fifty percent
(50%) of the equity of or the right to appoint fifty percent (50%) or more of the directors or managers of that
corporation or ofher business catity.

“ANDA”MEAbbuvimdNewDrugApplioﬁmﬁledwtﬂ:mamﬁ.

“AFI(s)" - mwans the active pharmacenticsl ingredient(s) listed in Appendix A.

“cGMP” - mmmmmumwummmdm
m“qﬂnbkwﬂanMhdeh&mmm!ofm Ai/

® | &
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“DEA" — means the Drug Enforcement Administration ufﬂwUSanrhnmoﬂmounyw
orgenization,

“DMF" - means the Drug Master File as filed with the FDA by Noramco or its Affiliates.
“FDA” — means the Uniled States Food and Drag Administration or any successor organization,
“Manufacturing Enterraptions” — shall have the meening set forth in Section 8.1.

“Mapufactoring Quota” — meens the amount of an API allotted to Noramco by the DEA pursuant to
applicable DEA regnlations so that Norameo may marmfacture APL A

“Masufacturing Quota Restrictions™ — shal! heve the meaning set forth in Section $.

“Procurement Quota” - means the quota allotted to Buyer by the DEA pursuant to applicable DEA
reguiations 50 as to permit shipment of API from Noremco to Buyer.

“Product(s)” - means the finished pharmacentical product containing the API(s) in all dosage forms
manufactured by or for Buyer for commervial sale workd-wide, parsumit to an ANDA approved by the FDA or
similar raarketing authorization.

“Purchase Order” meams an order from Buyer given in accordsnce with the provisions of this
Agreement specifying a delivery date(s) and quentities of the API(s) to be manufactured by Noramco,

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

. ‘Regulstery Anthority” - mmﬂﬂmmmmwm
manufactore, imporiation, distribution, use and/or sale of Product.

w:r—mhmma}mhmgmnmhwm
writing by Buyer and Noramco as an amendment fo this Agreement.

t SUPELY

1.1 (a) Buyer shall use commercially reasonable afforts to qualify Noramoeo®s API for use in
sufficient SKU’s of its Product(s) to meet the requirements of Article 1.2.

(b) Within 3 months of Norameo obtaining FDA approval of any new active
pharmaceutical ingredient not prodnced by Noramco as of the Effective Date ("New APT™), Buyer shzll,
for all Products that Buyer hes filed with FDA that incorporate such New API, discuss in good fith with
Norameo the possibility of qualifying such New API and filing appropriate notices fo FDA 1o obtain
approval to use such New APL in its Products; provided, that such qualification is not specifically
prohibited by any existing Buyor agreement at the time of the approval of the New APL by FDA.

12 Subject to the terms and conditions of this Agreement, for use in connection with the
msmifacture of Product(s) by Buyer, Norameco shall supply to Buyer and Buyer shall porchase from
Norameo a minimum percentage of Buyer's total sunual commereial requirements of the APK(s) as listed
in Appendix B for Products. Buyer will keep accurate records of its annusl commercial requirements of
APK3), mnd, upon the request of Noramco, will permit an independent third party mutuaily agreed upon
by the parties to examine sach records during nofmal business hours and upon reasonable notics, but
mﬁmmwuhﬁuyﬂ.hmmﬁmumﬂmmm&l/

@ 2
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13  Inaddition to supplying Actavis, Inc. with the APIs in accordance with this Agroement,
Noramoo shall likewise provide APls ordered by Buyet’s Affilintes set forth in Appendix D and made a
party to this Agreement i acoordance with the terms and conditions of this Agreement. In connection
with such supply, Actavis, Inc. shail be responsible for its Affiliates’ compliance with the terms and
conditions of this Agreement.

2.1  Norsmco shall obtain, at its expense, any licenses or permits, and any regnlatory and
government approvals necessary for the manufacture of the API(s) except as otherwise set forth herein,

22  Norsmoo, at its sole cost and expense, has filed or will file and shall maintain a valid |
DMF covering the API(s) for and during the term of this Agreement, all in accordance with all spplicable !
laws, rules and regulations of the FDA or sny other Regulstory Authority. *

23  Noramco shall provide Buyer with an access or right of reference letier entitling Buyer to
make continning reference to the Norameo DMFs in connection with any regulatory filings made with the
FDA by Buyer with respect to Product.

24  Noramco shall provide a certificate of analysis with each shipment of API. All API sold !
to Buyer under this Agreemeut will be manufactured in acoordance with ¢cGMP and conform 1o the '
Specifications and the Quality Agreement,

3.1  Onthe first day of the month preceding each consecutive calendar quarier (e.g. Decermber
1, March 1, Fune 1, and September 1) throughout the tesm of this Agreement, Buyer shall provide to
Norameo a twelve {12) moath rolling (e.g. January 1% to December 31%, April 1% to March 30%, July 1* to
June 30, and October 1* 1 Septmnber 30%), non-binding (except as set forth below) forecast (ench a
“Quarterly Foreeast™) of the anticipatad purchases of API(s) nnder this Agreement. This forecast will
include quantities for planned regutatory filings. Subject to the second paragraph of 3.3 below and
Section 8, the first three months of cach Quarterdy Forecast shall be binding on the parties and shall
constitute a firm commitment to issue & purchase order for and provide supply of the API indicated for
such months except that Noramco may modify binding volumes according to finat weighits of available
batches at time of shipment with the written approval of Buyer.

32  With respect to any Quarterly Forecast submitted herennier, the quantity of APY(s)
forecast with respect to each of the first (1)  through sixth (6*) months in such Forecast may not deviate
by mare 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 immedistely prior Quarterly Forecast, the quantity
for the first month shail not vary by more than 25% from the quantity set forth for the fourth month in the
immediately prior Quarterly Forecast, eic.).

. Insddition, with respect to each Quarterly Forecast, Noramco may within twenty (20) days of
reoeipt thereof, notify Buyer thatit will not be able to mect 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 fafth to revise such Quarterly Forecast which shall be resubmitted by Buyer to Norameo
with amownts mutually accepishie to both Partios.

33 &wmmwmfwﬂwﬂKn}ﬁibNthgquﬁﬁuh
kilograms and delivery dates that are not Joss than shety (60) days nor more than one hundred twenty
(120) days from the date of Noramco®s receipt of the purchese ordec. Subject to the paragraph below and

3
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. Section 8, Normeo shall supply and defiver such quentities o 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 3.2 and the delivery date
restrictions get forth above,

Each Purchase Order must be submitted with & certificate of avaitabie Procurement Quota or s
completed DEA Form 222 on an AP] by AP basis which evidences that Buyer shall be able to take
delivery of the API(s) subject to the Purchase Order; provided however that Norameo, 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 fisture receipt of Procurement Quota. In the event that Nommco accepts any
Purchase Order which specifies that all or a portion of any API is contingent upon receipt of Procurement
Quots, the supply and purchase thereof shall be subject to Section 8.

41  The price of API(5) 1o be sold to Buyer is as set forth in Appeadix B.

42  Buyer shall pay Norameo for all supplied quantities of AP within forty-five (45) days
from the date of invoice; provided thet pending resolution of sny dispute under Article 6, Buyer is not
wb'mhﬁﬂhmmmmmmmmﬁmmmm;m ohjection
pursuant to Asticle 6.

43  All payments payable for the purchase of API will be made by electronic transfer of
Unibed Statos Dollars to an acoount designated in writing by Novameo.

44  Noramco will not be obligated to honor orders or shipments to Bayer shouid Buyer’s
. acoount with Noremoo fall greater than sixty (60) deys in armears after notice thereof to Buyer.

45  Inaddition to the price, Buyer shall pay Noramco any and ali govemnmental taxes,
charges or dutics of every kind (excluding any tax based upon Noramco’s net income) that Norexsco may
be required to collect or pay upon sale, transfer or shipment of API(s).

5.  SHIEMENT OF ARl

51  Noramo shall make deliveries of APl to Buyer or its designato DAP Incoterms 2010
(Buyer's designated facility).

52  Ifat any 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 Ordar is delivered
where delivery of any API thersunder is contingent upon Buyer securing Procurement Quotn, Norameco

WMwmmmmmmmmmWG
dehvmanPlhumdu' The election by Norameo 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 maxinum rate of eight percent (8%) per annum.

61  All APl may be inspooted by Buyer and rojected if the API does not mect the
Specifications or has not been manufactured in accordance with cGMP(s) (any such AFI,

“Nonconforming APT”), API will be deemed accepted if Norameo does not receive written notice from
Buyer to fhie contrary, setting forth in resonable detail the claimed nonoonformmity, wxﬂnnﬁrty-ﬁw(ﬁ)ﬂ
dlyl:ﬂrdemﬂmﬂuyuofmmmm that in the case of Nonconforming APY

® ‘ &
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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 nop-conformance (each a “Latent Defect™) promptly following

discovery thereof. Notwithstanding anything to the contrary contained herein, in the case of Latent
Defects, Buyer shell have thirty (30) days from the earlisr of: (i) date of discovery of such Latent Defoct,
or (if) expiration of the Product containing the Noaconforming API, to notify Norameo of snch Latent
Defect. '

62  Upon receipt of notification as set forth above of Nonconforming AP (including APT |
exhibiting auy Latent Defect), Noramco will have thirty (30) days to inspect the affected API and make a |
reasonable assessment of the alleged nonconformance. At Norameo®s request, Buyer must promptly
supply samples of the API tht sre allegediy Norconforming API or some other evidence of deficiency
that Noramico may reasonably specify. If the Parties agree, or there is a determination under Section 6.3,
that there is a nonconformence, Noramco, at its solc cost and expense shall prompély replace any
Noncoaforming AYI, to be shipped at Noramco's cost. This shall be Buyer’s sole remedy other 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 dispuiz between the Parties concarning the refection of any AFI which the Parties
are mable 10 resolve within a sixty (60) day period will be investigated in accordance with the Quality
Agresmeat. If the Pasties cennot agree after guch investigstion whether the AP is in fact Nonconforming
API, ssmples will be submitted to & qualified independeat Inborstory mutually agreed o by Noramco and
Buyer for testing (or in the event of a dispute relxted to cGMF, then to a mutually agreed upon third party
eupettfmruohhm) Such laboratory will use the test methods contained in the applicable

The determination of conformance by such Isbormtory (or third party expest) with reapect
to all or part of such AP will be final and binding on all parties absent manifest exror. The fees and
expenses of the laboratory (or third perty expert) incurred in making such determination will be paid by
Noramco, 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 shall asgist Buyer with any necessary

investigation erising from customer compilaints relating ic Product in accordance with the Quality

Agreoment. Without in any manner limiting the foregoing, each of Buyer and Noremco shall comply

with FDA requirements for complaint handling. Buyer shall maintwin a system for monitoring, |
mvestigating, and following up on adverse event reports received by it involving Product(s), and shall |
provide prompt notice to Noramco of any Product compisints, inclnding, but not lmited to, information
mmmmﬂmmbhmmhm&mmwmy,hﬂmy,

sensitivity reaction,

72  Eeach Party shall notify the other Party of any regnlatory action or other sotion conceming
the sefety of the API or the Product in accordance with the Quality Agreement, including but not limited
to FDA inspection reports, warning leiters or impost slerts.

73 In the event of a recall that does not result from the breach of Noramco’s obligetions
under Section 2.4 hereof to manufacture API in accordance with oGMP and the Specifications, as
between Norameo and Buyer, Buyer shall () be respousible for the expenses of the recall, and (b)
reimburse Noramco for anty costs reasonably expended by Noramco to assist Buyer 10 effect the recall;
provided, however, that Noramco shall, sabject to Sections 10.4 and 13.5 , besr the direct expenses of a
rocall 10 the extent such recall is cansed by the breach of Noramco’s obligations under Section 2.4 bereof
to manufacture API in accordance with cGMP, the Quality Agreement and the Specifications. For the
md%%?lhwmdmﬂmm“ﬂnmoﬁmﬁuﬁmm (/
destruction or return of the recalled Product, the cost of the Product and expenditures made by Buyer or

5
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its Affilistes in connection with the distribution of such Product, and amy penalties or damages owed by
Buyer or its Affiliates in connection with the recall.

ing Interruptions. Buynrnchowlodguﬂntlhdayto(hymuﬁm
mwmmmwNmmmmmumbﬂmMpﬁmm
mmmmdmm,dnnmnwﬁyofmmﬁemdmymdhm
(“Mangfocturing Interruptions”). If Noramoo believes thata Interraption is
likely to result in a material reduction of APT available to be delivered to Buyer, Noramoo shall provide
notice to Buyer and consult with Buyer about such Manufacturing Interruption prior to or as soon as
reasonably possible sfter the commencement of such Manufacturing Interruption. After any
Manufscturing Interruption resulting in a material reduction of API terminates, Noremoo shall promptly
mmwnmmmmmmmmmmmm
nohoeofihammnpﬂonoffnllsmly

1f 10 irictions. It is the sole responsibility of Noramco, and Noramco
Mummmmmmmhm@mmm
shall reasonabfy coopesate with Noramnco to assist in obtaining Manufacturing Quota. Buyer furthor
acknowledges that the production and supply of API is contingent wpon DEA rules, orders, or directives,
relatad to manufacturing quota for API(s), that may himit or restrict the mamufacture or supply of any API

by Noramoo to Noramoo's customers (“Mamfucturing Quota Restrictions”). If Noramoo believes that a

Manufactuting Quote Restriction is ressonably likely to result in a material reduction or suspension of the
delivery of an API tc Buyer, Noramco shall promptly consult with Buayer to coordinate with respect to
their regpective obligations in sccordance with Sections 8.4 and 8.5,

p sirictions Ituﬂnwlamapomibﬂityofnuyer and Buyer shall
mmﬂhmmbheﬂommobummmm&rﬂi(ﬁmﬂddﬁlﬂmwm
reasonably coopereto with Buyer to assist Buyer in obtaining Procurement Quota. Nommoo
acknowledges that Buyes’s receipt of APT manufactured by Noramco is contingent upon DEA rules,
orders, or directives related to the procurement quota for APK(s) that may limit or restriot Noramco®s
customecs from receiving API manufactured by Noramco (“Frocurement Quote 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 Noramoeo in acoordance with the delivery date set forth in a Purchase Order,
Buycshnﬂpmpﬂymkwﬁhﬂmomeommmmbﬂnnmpmobh;ﬁmm
sccondance with Section 8.4.

34  Failore to Obtain Ouots. Each Party shall use reasonsble commercial efforts to prepare
and pian for the supply and purchese 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 2 Party has not obtained the necessary Manmufacturing Quota or Procurement Quots, 85

ﬂnmmthbdhwithp«ﬁmmmobhgmmmdnﬂﬁsmmwmﬂpmpﬂy
inform the other Party in writing, In the event thet there is not sufficient Manufacturing Quots
PrmewumﬂlnspwtmemngﬂlﬂuﬁormAPLmnhPmmOﬂuM
nonetholess remain valid end binding upon the Parties provided that the Purchase Order delivery date will
be adjnsted by the Parties for a period not t exoceed one month 50 as to pormit receipt of the necessary
Manufactaring Quota or Procurement Quots as the case may be. In the event that Marufacturing Quota is
not received within one month of the originel delivery date, then such Porchase Order may be, but is not
required to be, revoled by Buyer by writien notice to Noramco. Cancellation of such Purchase Order
shall be Bayer’'s sole and suclusive remedy due to 2 Manufactaring Quota Restriction, In the event that
Bityer has not obtainéd Procorement 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 L
which event cancellation of such Purchase Order shall be Noramco’s sole and exclusive remedy due to a

6

TEVA_OK_05055555



. PmmemMmmﬂodhowmﬂmBuyummbemwmmm
purchase requirement. Alternatively, Noramco may elect in lieu of cancellation, to store such API subject
to such Procurement Quots Restriction for a peviod not to exceed three months after the scheduled
defivery date ot Buyer’s reasonabie expense. I Buyer still has not obtained Procurement Quote: by the
end of such three moath period Noramco may, in its sole discretion, determine to dizpose of such AP at
Wsmﬁhmmmmmhmmmmmmam
Purchase Order.

X Buyer recognizss fhat, due to
mwwmmmm«mm
Restrictions, Noramco may prodace less APT in any given time period than anticipated, and that Noramco
may, in its reasonable discretion, allocate its available supply of APl among its customers, itself, and its
Affiliates on. such besis as Norameo deems fair and reesonsble, Notwithstanding the above, Noramoo
M(ﬂmmmwmummmmmmhmmofmmmm
commencizily reascnable mwmmmwmmmwﬁm
Quoia Resirictions,

Nmmﬂaﬂmhbﬂhﬂeﬁﬂmmmmmymmmﬂm
may arise from any Manufscturing Interruptions or Manufactering Quota Restrictions beyond its
ressonable control. 1n the event that Manufactoring Quote is not recetved within one moath of the
original delivery date, then such Purchase Order may be, but is not required o be, revoked by Buyer by
written notice to Noramco. Canoellation of such Purchase Order shall be Buyer’s sole and exclusive
remedy due to 8 Manufacturing Quota Restriction; provided, however, that Buyer shall alzo be relieved of
its minimum volume commitmert (as set forth in Appendix B) for such affected API(s) in the calendar
yesr during which a Manufacturing Interraption and/or Manufacturing Quota Restriction oocurs.

9.1  Noramco hereby ropresents, watrants snd covenants to Bayer that:

9.1.1 it has the corporate authority to enter into this Agreement and to perform
its obligations hercunder; and

9.12 it is not subject to any legal, contractual or regulatory restriction,
limitation or conditions thet may affect adversely its ability to perform hereander.

9.2  DBuyer hereby ropresents, warmsnts and covenants to Noramoo that:

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

922 itis not subject to any lngal, contractual or regulatory vestriction,
limitation or conditions that may affect adversely its sbility to perform hereunder.

93 Norameo further warrants that

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

(b) API shall be manufactured hereundor in accordance with all applicable laws and regniations,
&GMAMGWMMMMMFMM

® o Q.
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{c) Neither Noramco nor aay of its employees have been “debarred” by the FDA or other
ntal authority, nor have debarmenit proceedings ageinst Noramnco or any of its employees been
commenced. Noramco will promptly notify Buyer in writing if any such procesdings have commenced or
if Noramco, or any of its employees are debarred by the FDA or ofher Regnlatory Authority.

94  THE PARTIES AGREE THAT, EXCEFT AS EXPRESSLY SET FORTHIN
THIS ARTICLE 9, NEITHER PARTY MAKES ANY REPRESENTATIONS OR EXTENDS
ANY WARRANTIES OF ANY XIND AND THE LIMITED REPRESENTATIONS AND
WARRANTIES CONTAINED IN THIS ARTICLE 9 ARE THE SOLE REPRESENTATIONS
AND WARRANTIES WITH RESPECT TO THE APKs) AND THE PRODUCTY(s) AND ARE
MADE EXPRESSLY IN LIEU OF AND EXCLUDE ANY IMPLIED WARRANTIES OF
MERCHANTABILITY, OR FITNESS FOR A FARTICULAR PURPOSE, OR NON
INFRINGEMENT OF THIRD PARTY FPATENT RIGHTS AND ALL OTHER EXPRESS OR
IMPLIED WARRANTIES PROVIDED BY APPLICABLE LAW, INCLUDING BUT NOT
IMTEDTO]HBUCCANDIHBUNCONVENHGNONCGNTRACI‘SFORTHE
INTERNATIONAL SALE CF GOODS.

9.5 Noramco and Buyer shall maintsin comprehensive general Liability insursnce,
inclnding product liability insutance against claims regarding the mamifacture of API under this
ot a minimum of five million doilars ($5,000,000) per occurrence and ten million

dollars ($10,000,000) in the aggregate. Each party shall maimsin such insorance during the term
of this Agreement and, thereafier, for so long as it customarily maiotains insurance for itaslf for
similar products and activitics. Each party shall cause the other party to be nsmed as an

additiopal insured under snch insurance and shall provide the other party proof of such insurance
upon request. In lien of the insurance policies required hereby, the Parties ghall have the right to
provide the above coverage through a program of self-insurance upon written notice to the othor

10.1  Buyer shall indemnify, defend, save and hold Norwmco and each of its Affilistes and their
regpective officers, directors, employees and agents (each 2 “Norameo Indemuitee™) harroless from and
against any liability, loss, costs, damage and/or expense, including without limitation, reasonsbie
sttorneys, experis and consultants fees and disbursements (“Loss or Losses™) in connection with any and
all suits, investigations (governmental or otherwise), cleims, proceedings or demands (each an ®Action™)
initiated or filed against a Noramco Indemnitee 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 Indenmitee (i) a
Buyer Indermitee’s negligence or willfil misconduct in connection with performance under this
agreement or (ifi) Buyer’s, manufiacture, use or sals of Product, in each case exoept to the extent of
Normmeo’s indemnnity obligations described below,

102  Noramco shall indemmify, defend, save and hold Buyer and each of its Affilistes and their
respoctive officers, directors, employees and agents (each a “Buyer Indemuitee”) harmless from and
sgainst Loss or Losses in connection with say Action by & third party to the extent regniting from, or
arising out of (i) any breach of any representation, warranty or coveaant hereunder by a Noremeo
Indemnitee or (i) a Noramco Indemmites’s negligence or willfal misconduct in connection with
performance under this agreement, in each case except to the extent of Buyer’s indemmnity obligations
described above.

103  Upon the ocourrence of an event that requires indemnification as set forth above, the
indemaified Party shall give prompt written notice to tho indemnifying Party providing reasonable deteils ﬂ{}

of the nature of the cvent and besis of the indemmity cleim and further expressly stating therein thet it is
seeking indemnity pursuant to this Agreement. For the avoidance of doubt, and without prejudice to the

| >
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mdmmﬁd?utfsobbgﬁmhgiwptmptmmmmdmnifymngyﬁhmkdpof
events ar circumstances pursnant 1o which an indemnified Party might seek indemmification, including
but not limited to correspondence between the Parties regarding & matber for which indetmity 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 ole
responsibility of such Party; provided however that the failure of such timely notice shwil not bar any
indemnification claim unless the indemnifying Party shall be or has boen materially prejudiced by failure
to receive such timely notice The indomnifying Party will have the right, at its expense and with counsel
of its choice, to defead, comiest, or otherwise protect against sny Action. The indemnified Party will also
have the right, but not the obligation, to participste, st its own expense, in the defense thereof with
counse! of its choice. The indemnified Party shall coopernte to the extent reasonably nocessary to assist
the indemnifying Party in defending, contesting or otherwise protesting against any Action, provided that
the reasonable cost in doing eo is paid for by the indemnifying Party. Ifthe indemnifying Party fails
within thirty (30) days after receipt of notice (i) to notify the indemnified Party of its imtent to defend, or
(i) to defend, contest or otherwise protect against any Action or fiils to diligently continue to provide the
defense after undertaking to do so, the indemmified Party will have the right upon ten (10) days prior-
written notice to the indemnifying Party to defend, settle and satisfy any Action and recover the costs of
the same from the indemmifying Party. No Action may be settied other than by the Party defending the
sams, and then only with the consent of the other Party, which shall not be vareasopably withheld;
provided, however, that the indemnifying Party shall have no obligation to obtain the consent to.any
settlement of any Action that does ot impose on the indemnified Party any liability or obligation.

104  Unless included in Losses under Sectiom 10.1 or 10.2 above, and excluding linbilities
associated with breach Article 11 (Confidentiality) below, neither Party shali be lable to the other Party
for special, indirect, incidental, punitive or consequential damages (inclading, but not kimited to loss of

. profits or loss of opportunity), or lost profits even if designated direct damages, whether in contract,

warranty, negligence, fort, strict liability or otherwise even if such Party has been advized of the
possibility thereof.
10.5 In addition, Noramco’s maximum liability to Buyer and Buyer’s Affilistes sat forth in

Appeadix D under this Agreement, including its indemnity obligations and obligations under Section 7.3,
shall act exceed five million doliars ($5,000,000).

11.1  Each Party agrees that (i) it will oot 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) & will not make use of any Confidential Information of the other Party for any purpose other
than for the porposes set forth in, or in furtherance of the transactions contempiated by, this Agreement
and (jid) it will use all reasonable efforts to prevent unsuthorized publication or dieclosure by any Person
of Confidential Information. Notwithstanding the foregoing, a Party may discloss
Enformation of the disclosing Party to its Affiliates, and to its and their directors, employess, consultants,
and ageats in each caso who hinve a specific need to kuow such Confidential Information and who arc
bound by a like obligation of confidentiality and restriction on use.

112 Nomw“mcmmwmmmbkmwﬂmmm
the other Party disclose Confidential Information es required by law, regulstion or court order provided,
however, that the receiving Party provides prior written notice of such disclosure to the disclosing Party
and takes reasonable and Jawful actions to avoid or minimize the degree of such disclosure.

113 All Confidential Information in anty form mmust be returned to the Party who disclosed the fﬁ |

Confidential Information within thirty (30) days of the termination or expiration of this Agreement, save
J
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forﬁeMmﬁmofom‘mpyofﬁnCmﬁdmﬁalhﬁ:mﬁonbyﬁemﬁvthqunmoﬁofﬂw
receiving Party's ongoing confideatiality obligations under this Agreement which copy shall efther be

MN%MWMW&WMMMMNQMM&MW

period referred to in Section IOAW,ifmtumed,shnﬂmtobenhjeﬁhmewxﬁdmhﬂﬂy

provisions of this Agreement indefinjtely.

114  The confidentiality and non-use obligations of this Agreement shall remain in effiect
doring the term of this Agreement snd for a period of five (5) years thereafter.

115  “Confidential Informstion” - means all information, dats and/or know-how (i) disclosed
by either Party electronically or in writing to the other Party concerning the API or the Product or
councerning thn 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
AHwhwhwdmlawdbyﬂwPuhumﬂlywmuﬂymdwbnhnmheqmtﬂymmnﬂmﬁm

writing by the disclosing Party and/or Affiliato within thirty (30) days of such disclosure. Confidential
hfo:mondmsmmtudahﬂarmﬁw,dﬂwknw—howﬂmﬁemadvhghwmm

(2) was in the public dornain at the time of the disclosure to the receiving Party, or thereafter
became part of the public domain without any feult of the receiving Party; '

(b) rightfully wes in ts possession prior 1o the disclosure by the disclosing Party;

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

(d) was developed by the receiving Party independently of that disclosure as evidenced by
written records by individoals wha did not have access to Confidentia] Tnformation,

12.1 XNommwo’s process of mannfacture of an AP becomes or is likely to become the
subject of an infringement claim or action, Naramco may at its sole option: (i) procure, at a cost fo be
reesonably allocated betweon the Parties, the right to nse the applicable imellectusl property in the
process for mapufiacture of such APY; (ii) modify the process of menufacture to render it non-infringing,
or (iii) if, in Norameo’s sole diseretion, neither (i) nor (ii) above are commercially reasonable, tenminate
Noramco’s obligations (and Buyer’s rights) hereunder with respect to further supply of APL

122  All rigits to and interests in Noramco'’s and its Affilintes’ intellectual property inciuding
any improvements theroto wiil remain solely with Norameo and its Affiliates and no right or imterest
therein is transfierred or granted to Buyer except as expressly provided for herein. Buyer agrees that it
does not acquire a license or any other right to Norameo’s or its Affiliate’s intellectual property or
improvements thereto. Norameo and its Affiliates expressly reserve all patent rights related to the AP,
including but not limited to therapentic uses in end products, drug delivery technology, or otherwise,
Notwithstanding the foregoing or suy other language in this Agreement, Norameo heroby grants to Buyer
a fally paid-up and royalty-free, worldwide right and licrnse under Noramco's (and, as applicable, its
Affiliates’) intellectnal property to use and sell, test, study and/or otherwise exploit the API supplied

13.1  'The initial torm of this Agreement commences as of the Effoctive Deuto and shall expire !
on December 31, 2016 unless sooner terminated as expressly provided fox in this Agreement, Thereafler,
the Agresment sutomatically renews for additional terms of one (1) yetr each, unlegs written notice of

10
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formination is given by a Party 10 the other at least twelve (12) mouths befire the expiration of the initial
term or completion of the renewal year as the case may be.

132  This Agreement may be terminated by either Party by giving written otice to the other if
the other Party (the "Breaching Party”) is in material breach or dafault of any of its obligations
mmammwmmm@.mymobum)-mmmmmm
must send written notice of the material breach or material defaglt to the Breaching Party, and (i) the
termination becomes effective frty-five (45) days after written notice thereof was provided to the
Breaching Party, unless the Breaching Party has cured that material breach or default prior to the
expiration of the forty-five (45) day period or if thet material breach or matecial defawlt is not capable of
being cured within that forty-five (45) day period, then the Broaching Party has commenced activities
reasonably expected to cure that material breach or material defundt within that forty-five (45) day period
and thereafhor uses diligent offorts so complete the cure s s0on as practicable, but in no event may that
such period exceed sixty (60) days.

133  Either Party miy terminste this Agreement without prior notioe to the othicr upon the
occurence of any of the following involving the other Party:

()  that other Party files a petition seeking an order for relief under the Federal
Bankruptey Code (Title 11 of the United States Code), as now or heveafter in effect, or under
similar law (including non-United States law), or files a petition in bankruptcy or for
recrganization or for an grrangement pursusnt tv any state bankruptcy law or any similar state
Jaw(incloding non-United States law); or

(ii)  an involumtary cesc against that Party as debtor is commenced by a petition under
the Fedeml Barkruptcy Code {Title llofﬂleUmdBMCode),nsnuworhunfhmeﬂ‘wt,
or under similar law (including non-United States Iaw), or a petition or answer proposing the
adjudication of that Party as a bankrupt or iis reorganization pursuant to any state bankruptoy law
or any similar state law (inclnding non-United States law) is filed in any court and not dismissed,
discharged or denied within sixty (60) days after the filing thereof; or

(i)  acustodian, receiver, United States Trustee, trustee or liguidator of that Party or
of all or substantially all of that other Party's property is appointed in any proceedings brought by
that Party; or if any custodian, recoiver, United States Trustes, trstee or liquidator is appointed in
any proceedings brought against that Party and is not be discharged within sixty (60) days after
that sppointment, or if that Party conseats to or sequiesce in that sppoimtment; or

(iv)  if that other Party generally does not pay its debis as those dsbts become dus, or
makes an assignment for the benefit of creditors, or admits in writing its inability to pay its debts
. genecally as they become dus.

134 Any cxpiration or terminstion of this Agrecment does not release the parties from
Habilities or obligations accrued sz of the date thereof, The obligutions undertaken by each Party under
Articies 10 (indenmification; Consequential Damages; Limitations of Liability), 11 (Confidentiality), 12
(Intellectual Property; Reservation of Rights), 15 (Notices) and 19 (Dispate Resolntion) shall survive
mm«w&mmmmhmmmuumvﬂdm

be construed as estsblishing a partnership or joint venture relationship between the Parties bereto. No Party bas
11 Cé
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that right or authority.

15 NOTICES

Al notices, requests, demands and other comnumications tmder this Agreement shall be in writing and shall be
doomed to have been duly given if delivered, addressed or telecopied to the address or telecopier number set forth
below and shall bo deemed to have beet made: (i) on the date of service if served personally on the Party; (ii) on
the accond business day after delivery to an ovemnight courder 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 aotice is to be given, by first
class mail, registercd or certified, postege propaid; or (iv) on the date of transmission, if sent by telecopler and
confinnation of trangmitta] is received by the transmitting Party. Any Party may change fis address for pmrposes
of this Article by giving the other Party"s written notioe of the 1w address in the matmer set forth sbove.

If to Bayer: Buyer
Mowris Corporate Center HI
400 Interpace Parkway
Pargippany, New Jersey 07054

Attention: Pregident

With & copy to:

Actuvis Inc.

Morris Corporate Centter ITI
400 Interpace Parkway
Parsippany, New Jersey 07054
Email: USLegal@@actavis.com

K'to Noramco: Norameo, Inc.
500 Swedes Landing Road
Wilmington, Delaware 19801
Attention: Vice President Marketing & Business Development
Facsimile No.: 302-761-2613

16  FORCE MAJEURE

16,1  Neither Party will be liable for non-performance or delxy in the fulfiliment of its
obligations when that non-performance or delay is occasioned by amy cause beyond the reasonable control
of Buyer or Noramco, as the case may be, including without limitation, acts of God, fire, flood,
earthquakes, explosions, asbotage, strikes, or Ishor distarbances (regardiess of the reasonsbleness of the
demands of the Iabor force), civil commotion, riots, military invasions, wars, failure of utilities, failure of
catriers, inability to obtain any required raw material, energy source, equipment, {abor or trensportation,
at prices and on texms Norsmeo deems reasonable from its usnal sources of supply or any acts, restraints,
requisitions, regulations, or directives issued by a competent govermnent authority, including changes in
law or regulation ("Force Majewre Eventa"); provided, however, that a Force Majeure Eveot shall never
excuse a Party from paying any sum of money owed under the terms of this Agreement..

TEVA_OK_05055561

éa@
(2



Confidential

162 Inthe event that either Party is prevented from discharging its obligations under this
Agreement on accovnt of a Force Majeure Event, that Party shall promptly notify the othe, and shall
nevertholess make every reasonable endearvor, in the aimost good faith, to discharge its obligations, even
if in & partial or compromised manner. In the event that s Farce Majeure Event continues for a period of
ninety (90) consecutive days, or for periods which aggregute ninety (90) days during amy three hundred
sixty five (365) day cycle, the Party not claiming the Forco Majeure Event will be entitied to terminate
this Agreement forthwith, but without penalty or liability to the Party affected by the Force Majenre
Event, on written notioe to the Party claiming the Force Majeure Event, provided that such termination
shall not affect any Party’s eatitlement 1o amounts which have secrued or became due prior to the
termination. :

17

This Agreement, including the appendioces 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 documest provided by Noramco for APL, or any terms and conditions of
purchase orders provided by Buyer fir APl which are inconsistent with or in addition to the terms of this
Agreement shall be pull and void. This Agreement may not be amended or modified except in writing execuned
by the duly awthorized represeatatives of both Parties.

13 WAIVER

No waiver of a breach or default herennder will be considered valid unless in writing and signed by the Party
giving that waiver, and no waiver will be deemed a waiver of any subsequant hreach or defanlt of the same or
gimilar nature,

19  DISPUTE RESOLUIION

19.1 Anycmﬂwmymchmmmsmofwulm;hﬁhwmdudmgmm
controversy or claim involving any Affiliate of awy Party (s “Dispwie™), shall be resolved by arbitration in
accordance with the Commercial Arbitration Rules of the AAA (*AAA Rules™; see www adr.org) and the
Federal Arbitration Act, 9 U.5.C. §1 et seq.. The arbitration shall be conducted in New Jersey, by one
arbitrator appainted in accordance with the AAA Rulss.

192  The abitrator shall follow the ICDR Guidelines for Arbitrators Concerning Exchanges of
Informazion in managing and ruling on requests for discovery. The arbitrator, by accepting appointment,
undertakes to exext her or his bost efforts to conduct the process o 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
Jerscy. The arbitrator may not awsrd special, indirect, incidental, punttive or consequential damages
(including, bot not Limited 1o loss of profits or loas of opportunity), or losé profits even if designated direct
damages, nor may the arbitrator apply any multiplier to any avward of actual damages, except as may be
required by statuie. 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 part or provision witl, provided that it does not go to the essence of this Agresment, be
replaced with a revision that accomplishes, to the extent possible, the original commercial purpose of that part or

=
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and binding upon the Parties hereto,

This Agreement may net be assigned or otherwise transfirred by a Party without the prior written consent of the
other Parties; provided, hawever, that either Party may, without such consent, but with notice to the other Parties,
assign this Agreement, in whole or in pari, (a) in connection with the transfer or sale of all or substantially all of
jts assets of the line of business for the API or Product to which this Agreemeni relates, (b) to 2 successor entity or
acquirer in the eveat of a merger, consolidation or change of control, or (¢) to any Affiliate. Any purported
ssgignment in violation of the preceding sentence will be void. Anypumiﬂadusignewillmmeﬂwnmm
obligations of its assignor under this Agreement.

MMMWmmthmWMhmmwﬁ
the parties heveto and their snccessors and permitted assigns, and they will not be construed as confierring any
rights on any other persons.

24  PUBLICITX

Neither Party may make any press rcleass or public statement regarding the subject matter of this Agreoment or |
the existence thereof or use the other Party’s or its Affiliates’ names, trademarks, logos, symbols or other image in

sy form of advertising, promotion or publicity without the prior written consent of the other Party, except to the

extent tht the press release or public statement may be required by applicable law. ,

[Remainder of Page is intentionatly Blank]
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IN WiTNESS WHERECOF, mamm«mmmmm»wﬂndma
forth above,

Norameo, Inc.

. | : ‘ EﬁW
/ﬁf 7% W Print N

Title: J//) //éf//’boa/afmw@_

i3
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APPENDIX B
Prici
Pricing is herewith set as follows:
ﬁ'ﬂuforc-msrumnﬂ

283
me Hydrochloride m m &e&@
minimm volurpe commitment
) 2 4

e B
3 -11%

) me Hydrochioride, Noramoo agrees to a price of $1600 per KG beginning January 1, 2016, providad
Buyu‘humbmnmduuhdmdwhmmquormtommAmmlml 2016, for
sufhorization to use the product currently known as Oxy3, whose specifications are included herein for reference,
regardlcss of whether FDA has provided such approval prior to Jamuary 1, 2016. Otherwise, price shall be
$1700/kg until such time as Buver complies with the aforementioned

Phogphate, Norameo agrees to & price of $800 per KG beginning January 1, 2015, provided Buyer
hnmhmuedawhdmdwmfwdlngahthFDAmmlmy 1, 2015, for muthorization to
use the product currently known 28 “Tasman™ whose specifications are included herein for reference, regardiess of
whether FDA has provided such spproval prior to Januery 1, 2015. Otherwise, price shall be $900/kg until such
time a8 Buyer complies with the condition and Buyer agrees to pay an additional $100 per KG for any Codeine

* Phosphate porchesed at $800 per KG beginning from the Effective Date of the Agresment.

For Morphine Suifite, Noremco shail sell to Buyer at a price per KG based on the following formula:

Prioe fr Calendar Yoar = 2014 Prioe + 85% (peior yoar price/ke of Turkish Morphine - $520),

except that at no time during the term of this contract or the rencwal thereof, :hallpmesmedwsopcl{e
w:ﬂ:outmumalamofﬂnliuyor The 2014 Price shall be $850/kg.

For example: I the price of Tuorkish Morphine in 2015 uSSSO,lbepmeﬂoBuyerofhhphme Sulfiate would be
3850/kg + $8.50/kg (85% of $530/kg-$520/kg) = $358.50/kg. Likewise, if the price of Turkish Morphine in 2015
is $510, the price to Buyer of Morphine Sulfate would be $350/kg + (- $8.50/kg) (85% of $510/kg-$520/kg) =
$841.50/kg.

17 /7
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Confidential

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 Biryer, 1o supply in place of Noramco, all, or a
minimum of one (1) yeur supply of API remaining to be supplied hereunder which 1s 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 acoept such
offer, then upon Buyer's written notice stating all of the terms and conditions, incinding the quantity that Buyer
intends to purchase of the competitive offer, Noramco may by written notios within thirty (30) dsys of receipt of
Buyer’s notice: (8) meet the competitive offer for the quantity that Buyer inteads to purchase from the
competitive source and amend this Agroement accordingly; or (b) choose not to meet such offer but instond
deduct from the quantity provided for in this Agreement the quantity that Buyer intends to purchase from the
competitive source, and amend this Agreement accordingty.

A reputable United States producer must meet the following criteria in order to qualify:
1. offer the subject API &t a price that is 10% or more lower than the average prioe per kilograr paid by

" Buyer in the last twelve (12) months under the tevms of this Agreement; and,

2, oﬂkmﬂﬂthﬂﬂuyahnmwdmﬂﬁmmendutlmmmwmmﬁe
Buyer’s formulation at the time of offier

Actavis, Inc. shall manage any request for a meet or release price adjustment on behalf of itself and any Buyer
Affilinte sot forth in Appendix D. Any adjustmont agroed in acoordance with such process shall apply to all -
Buyers under this Agreement.

w Q
- L/
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o Y NORAMCO »c
Noramco, Inc., 500 Swedes Landing Road, Wikuington, DE 19801

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

TO: Eddy Crax

FROM: M. Eciar, QA Specialist 3Ty
DATE: ¥27/14

CUSTOMER S?EC]FICATION REVIEW
- Morphine Sulfate, USP (Fine Grade)

Active Pharmsaceutical Ingredient

NORAMCO EDMS Specification No.: DS-SPE-13424
SAP No.: 51634001701

The following NORAMCO Inc. teat specifications MATCH the customer’s test specifications.

TEST LIMIT
Description White 10 off-white crysualline solid
. mm ~1R Absorption (Cumrent USP | Matchos IR of USP Morphine Sulfate Refesence Standand (dried @145°C foc I hour)
Identification - Spot Test (Curront USP) Purple, then blus-viclet
Mentification — Color Test (Curvent USF) Bhus thea dark red-brown
Mentification - Sulfate Test (Curem USP Barium Chioride TS: Ammmmuhmhm
<191>) Hydrochioric Acid or Ntk Ackl
Hydrochloric Ackd: No precipitate should form
Lowd Acttete TS; A white pracipitan should form with a neutralived solation of sulfase
_ that is soluble in Ammoniura Acetate TS
Specific Rotation {Current USP <7315>) -107* 10 -109.5° {Ashydrons Basis)
Acidity (Cutrent USF) NMT 0.50m] Is required 0 produce & yellow color
Water (Current USP Mathod 1 92153 | Botween 10.4% aad 13.4%
Rasidus oa Igakios (Currant USP <2515) Not mote than 0. 1%, from 500 mg
Chioride (Curvent USP) - No precipitate or nusbidity is produced immediaely
Ammoniun Safrs (Currea: USP) No odor of ammonia is perceptible
Residual Ethanol by GC (SOP-NOR-1443) *See | Not more than 5000 ppen
Note on page 3
Astay by HPLC (SOP-NOR-1443) _ 98.0- 102.0%

. Puge ] of3
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'\ NORAMCO e

. Noramen, Inc., 500 Swedes Landing Road, Witmington, 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

TRST ' LIMIT ‘

Impuritics by HPLC (SOP-NOR-1443)- Morphine N-Oxide: NMT 0.15% wiw

Alterative o USP Limit of Foreign Alkaloids. | Morphinone Sulfce NMT O.15% wiw.

Norsmco certifies that morphine sullste Suifate: NMT 0.15% ww

material, if tosted for USP Limk of Foreign Codelne ' NMT 0.20% ww

Alkiloids, will comply with the established Individusl Unspecifisd Impuarities: NMT 0.10% ww

Limis of Foreign Alkaloids specifications. Towl Inpuritica: NMT L.0% wiw

' Norsmco specification is listed shove while Actevis® specification s listed below:
10-Hydroxymorphine: - NMT 0.5%
Normorphine: NMT 05%
Codeine Bage: NMT 0.4%
Codeine Sulfie: NMT 0.5%
Apomorphine: NMT 0.5%
Morphine-N-onide: NMT 0.5%
Singte Largest Unlasowns: NMTO0.1%
Total Retaied Compounds: NMT 2.0%
Norameo specification for Total Tnpuorities i tighter than Actavis' specification of
NMT 2.0%. Norsmoo will meet Actavis"specification.
! . Noramco specification for Iadividus] Unspectfiod Impurisies is tighter s NAIT 0.10%

wiw while Actavis® specification is NMT G.1%. Noramco will report Indlvidusl
Unspecified Imporities result in two decimal places.
Noramoo apecification for Morphine N-Oxide is tightey than Actavis® specification of
NMT 0.5%. Noameo will meet Actavis’specification,

Norameo specification for Mocphinone Sulfae (salt forny) Is tighter than Actavis’
wmamushmmmmmm Noramco will meet

qudlhﬁnn m—mmmhmm
Actavhs' specification of NMT 0.5% for Pscudomcophine (base form). Nocamoo will
maeet Actaviy’specification,

Naoramee specification for Codeine Sulfas s tighter then Actavis® specification of
NMT 0.5%. Norameo will meet Actavis'specification.

Noranco doss 00t report Codelne (base form) while Actavis doss. Noranco cattiot
meet Actavis spocification.
10-Hydeoxymorphine Sulfate (salt form), Normorphine Sulfate (salt kirm) and
Apomorphine

Nonuorphine (base form) i NMT 0.5% snd Apomorpbine (base form) s NMT 0.5%.

Nonoxo will regort 10-Hydrexymarphine Sulfse: NMT D.10% wiw,

Solfate: mo.tmwmmmmmmmuwmm
Centificate of Analysis. This Is a customar requost for Actavis. Noramco will moet
Actavis'specification.

. ' Puge 2 of3
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® N NORAMCO e |
Noramsco, Inc., 508 Swedes Landing Road, Wiknington, DE 19801
Telephone: 1-302-761-2009 Fax: 1-302-761-2913

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

TEST LIMIT
Loss on Drying Noeamoo doss 5ot pesfirm Loss on Deyiag wsting while Actavis does,
‘ - ¢ Nommon cansot meet Actavis' specification.
Solubility Noramco does not perform Solkubility testiay while Actavis doss.

Nursmop cannct meet Actavis® specification.
Limit of Foreign Alkaloids {Current USP) Noramco no longer performs Limit of Foreign Alkaloids testing. Noramco's current

validated HPLC method provides superior detection and quantitation of thess foreign
slaloid smpurities allpwing for & fower specification {1.0% Totst Immrities) thas the
carcat USP linsk of § 3% for forcign afimioids. Noramoo will utilize our cinrent
validated HPLC method for immpuritios ss a superior ahersative to the USP specified
Limt of Forelgn Alksloids test.

Particle Siae Pasticle Size by Image Anelysis is 2 m0n-filed st for Noramoo:
D(v, 0.1): For Informstion Only
D(v, 0.3% NLT 153 pm
Div,05:18~33pm
D(v, 0.9): NMT 58 pm
Actavis specification fs Bsted below:
. D{v,0.3x NLT 8.5 gm
D(v,0.5): 12-25 ym
D{r, 0.9): NMT 50 ymn _
Noramco specification for Particle Size is based on image analysia while Actavis’
specificstion is based o0 & laser-diffraction methodology. Normco will include

Particle Size by Image Analysis (Nosamoo specification) on the Cartificste of Analyshy
for Actavis.

Retest Date Five years from date of memifacher

Norameo reiest date i 5 years from date of manufacture while Actavis” retest date s |
yem. :

‘The Noramco resest date of 5 years from the date of marxfactore for Morphine Sulfste
is supporied by product stability dita.

Nogamco's enmplisnce with the comest USP «<467> regidusl solvest requiremsents has been demonsiraied through the use of & validated test
method 1o messare solvents likely to be presest in the Morphine Sulfaie dug substance. Only the Class 3 solvent cthunol is Hkely to be
presest. Residun] Class 2 solvents are not more than the Option ! Furdt and resideal Class 3 sotveats are not more then 0.5% (3000 ppen).
Therefore, Noramco certifies that this madacial, if tested, will comply with the established residual organic solvent specifications of USP
<4T>.

Plome direct questions regarding this review w: Mary Ann Sellers, Customer Service Manager at 302-761-2908.

. ' Page30f 3
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PRODUCT: Morphine Sulfate USP

RAW MATERIAL SPECIFICATION

Page 128

No.: RM126800-14

Manufacturer's Lot #

wwsh Mallinckrodt, Neramce

Tests/Methods Specifications Results References
¥ Description Test Date:
Visaal Whiet_ooﬁ‘white.

crysialline solid, Rek:
Chem:
Ck’d:
[dentification Test Deate:
-house Method - | The Sample is
NIR/G145/ID posttively identified Ret:
a3 Morphine :
Sulfate, USP
or Chem:
Tests A,B,Cand D
us kisted below xd:
A) Comrent USP 4 | A) The IR spectrum
a5 amended of the
<197K> preparation of
test specimen
exhibits maxima
at the same
wavelengihs as
that of a similar
preparation of
standard.
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_RAW MATERIAL SPECIFICATION

PRODUCT: Morphine Suifate USP
Noc: RMI20600-14 Recelving #: Page 20l 8
Tests/Mathods Specifications Results References
Edentification
B) Current USPas | B) An intense Test Date:
amended purple color iz
produced af
once, and Ref:
quickly changes
to a deep
blue-violet  Chem:
Cx'd:
C) Current USPas | C) A bive color is Test Dato:
- amended produced which
changes to dark
the adklition of
1 drop Nitric
acid Chemn:
Cx'd:
D) Current USP as  {D) A solution Test Date:
amended (1in 50)
responds to the
tests for Sulfate Ref:
<191>
Chem:
Ck'd:

TEVA_OK_05055572



. ' RAW MATERIAL SPECIFICATION
No.: RM120800-14 Recelving #: Page 30f8
sta/Miethody Specifications Resulis Referencos _
¢ Bpecific Rotation Test Date:
Current USP as Between -107° and
amended 1-109.5° calculated Ret:
<P1S> on the anhydrous g
basis
Chem:
Cx'd:
* Acidity ' ‘ Test Date:
Current USP a5 NMT 0.50 ml.of :
amended 0,020 N sodinm Ret
hydroxide is .
: required to produce
. 7 a yellow color. :
Ck'd:
t Water Test Date:
Current USP as Between 10.4% and
amended 134%
<921> _ Ref:
Method1
Cheny:
Ck'd:

Confidential | TEVA_OK_05055573




Confidential

RAW MATERIAL SPRCYFICATION
PRODUCT: Morphine Sulfate USP
No.: RM120090-14 | Receiving Pagedol B
‘l.m“ m
Ignition
Coerent USP a8 NMT0.1% _
amended Ref:
231>
Chem:
Cx'd:
* Chiloride Test Date:
Current USP as No procipitate or
amended turbidity is produced Ref:
immediately.
Chem:
Ck'd:
* Ammoniom Sslts Test Date:
Cusrent USP as No odor of
amended ammonda is Ref:
perceptible
Chem:
Cx'a

TEVA_OK_05055574




Confidential

actavis | RAW MATERIAL SPECIFICATION
PRODUCT: Morphine Sulfate USP _
No.: RM120800-14 Recelving #: Page S of 3
* Limit of Fareign Test Date:
Alkalolids
Curreat USP 8 NLT 7.5 ml of
amended 0.020N sodium Ref:
hydroxide s
required.
Chem:
'
Loss on Drying Test Date:
Cuyrent USP as 9.0% to 12.0% wiw '
amendad
<131 Ref:
Dry 1g at 145°C for ‘
‘11 hour. Chem:
(In-house Gre:
| reguirement)
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RAW MATERIAL SPRECIFICA
No.: mll 7 Recelving #: Page70f8
Testw/Methods Specifications Results References
Solubility | Test Date:
| (n-house Soluble in 21 parts
.{ requirement) water
Ref;
Very slightly soluble
in alcohol
Chem:
Practically insoluble
in chloroform
Cx'a:
Practicaly insolubl
in ether
TAssy | Test Dote:
In-houss Method 08.0% to 102.0% of '
LC/3065TAS1(USP) | morphine sulfate
calcalated on the Ref:
anhydrous bazis
Chemy:
Ck'd:
!
|
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‘actavis RAW MATERIAL SPECIFICATION
No.: RMI120808-14 Recelving &: PageSof 8
Particle Size NLT S Test Date:
I-howseMethod | pe oo b
LDR2054/P3 _ Ref:

o 12 pm 0 25 pm
D(v,035) .
LD/2054/PS1
. NMT 50 pm. Cx'd:
dn _D(V.0-9)
reguirement)
Reskiual Solvent Test Date:
In-honse Mathod | NMT S000ppm
GCI143TRS2 Bthanol
Ref:
Chem:
Ck'd:
COA Supplier's COA
conforms to this
specification and to
for this Iot.
Retest Date .
One (1) year :

¥ Tests reguired for reassay

. APPROVED

BY:

——— A ———

NOT APPROVED

~ * Accept supplier’s results for Novamco and Mallinckrodt

DATE:

e FOR INFORMATION
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Cactavis

No.: RMI20800-14

Pugelof2

Effective

07,0893

Addition of the following tests: Ralated Substances,
Loss on Drying, Solubility and Particle Size.

RM120800-02

| Addition of Faulding Review signature areas to
05/1294
for Particle Sizs Tast.

specification format. Remove diaft status. Change

RMI20800.03

Update to USP 23/ NF 18.

RM120800-04

12/20/95

Update description, Remove the statement that
o

RM120800-05

01/01/00

zlz| 2 w?g

Morphine darkens upon prolonged exposure to light
mmmmmlsmwm
19. Update format. Addition of .

RM120800-06

00102

CR9-0238

UpdlleUSP:ﬁfamm'CmunUSPu

amended’,

RM120800-P

12/12/04

CRO1-543

‘Fummcompum

mmmmcwmm-
house Method LC/3065/RCY'.

e List the following as Process Impurities’;
NMT 0.5% 10-Hydroxymorphine, NMT 0.5%
Noemorphine, NMT 0.4% Codeine Base, NMT
0.5% Codeine Suifate, and NMT 0.5%
Apomorphine.

|®  List the following:as 'Known Degradants';

NMT 0.5 Morphine-N-oxide and NMT 0.5%
o Replace NMT 0.5% Any Individual Related
Substance’ with NMT 0.2% Single Lasges
Unknowr'
For Assay, replace ‘Corrent USP as amended” with
‘To-house Method 1.C/3065/A81(USPY,
For Particle Size, update the reporting format to
curvent standards.

1344

RM120800-P2

04/1505

Update specification in response to FDA deficiency
letter;

=  For Related Compounds, change Single Larget

Unknown limit from NMT 0.2% to NMT 0.1%'

CR05-372

TEVA_OK_05055579




Confidential

A-|

Page2of2

Reason for Update

CR Ref
No.

be implemantad.

i

CRO5-824

RM120800-08

Foermdcompounds.
MWWMWBN
- and include a calculation for conversion.
+ Add'Morphinone' uakmwndegadmtwnh
Hmits of
‘NMT 0.2%".

CRO7-084

RM120800-09

0340708

. ‘Mnmﬂmmhﬂmm
Specific Rotation, Acidity, ROY, Chloride,
Ammoniim Salts and Limit of Foreign
Alkaloids. _

¢ Add vendors to the Accept Supplier’s Results
statement on pige 9. ‘

CR07-291 .

RM170800-10_

Related ition limits.

RM120800-11

B hnmkelﬂedﬁompmmdupmﬁaﬁmlim
0731008 | |

Removed OVI per USP 467 update.
Add Recidoal Solveats st method
GCI7437/RS2.

RM120800-12

Identification Test A: Add In-house Method
NIR/G145/ID as an slternate Identification testing
method.

RM120800-13

12/08/0%

Changed font from Times New Roman to Trebuchet
MSsize1l.
Add after NIR test:

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

above:
A) Current USP as amended <197K>

' | RM120800-14

T Added test method LD/254/PS1 as an aliemate

method to the Particle size test

1892

TEVA_OK_05055580




& NORAMCO »c

AT g

Nerameo, luc., 500 Swedes Landiag Road, Wilnington, DE 19801
Telephone: 1-302-761-2909 Fax: 1-302-761-2913

TO: Eddy Crmz

FROM: M. Eclar, QA Auditor __Aasifin”

DATE: S{7[u}

CusomerNemo:  Pflzer (Actavis)

CUSTOMER SPECIFICATION REVIEW
Morphine Sulfate, USP (Fine Grade)
Active Pharmacentical lﬂpﬁlut

NORAMCO Specification No.t DS-SPE-18424
SAP No.: 51634001701

Customer Product Number: ~ RM121601(ALO)-4
_ Customer Specification Number: N/A

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

TEST

LIMIT

Whike io off-white crystalline solid

Description
[Tdentifiostion — IR Absorption (Curvent USP <107A>)

MMIRNUSPMMMNMW{&HGIWMI

Identification - Spot Test (Current USP)

Purple, thew blue-violet

| identificstion — Color Test (Current USF)

Bloe thea dark red-browa

Identification ~ Sulfste Test (Currest ISP <1915)

Barkua Chloride TS A whits precipitate should form that 13 Brsoluble & eiter
Hydrochiotic Acid or Nisric Acid

Hydrochloric Acid: No precipitate should form

Lend Acetais TE: A white precipitate shoold form with & veutralized solution of
umukummummmfs

Specific Rotation (Currest USP <7818>)

on page 2

107 10 -109.5° (Avbydvous Besls)
Acidity (Current USP) NMT 0.50 m! s required to produce a yellow color
[Water (Current USP Method 1 <021) Between 10.4% and 134%
Reaidee on Ignition (Ciarent USP <281>) Not more than 0.1%, from 500 mg
Chiorkle (Carrent USP) No precipitais or turbidity is produced mmediately
Ammonium Sskts (Current USF) No odos of smmoaia is perceptible
Residual Ethancl by GC (BOP-NOR-1443) *Ses Note | Not more than 5000 ppm

Assay (HPLC) (SOP-NOR-1443)

m—lmnmwmimmmmm

Confidential
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m RAW MATERIAL SPECIFICATION
PRODUCT: Morpbhamw
No.: mﬁililll(Alﬂ)-M Racoiving i Pagslof?
| Manufacturer: Maiufacturer’s Lot #
Qualified Mamufacturer(s): Mallinekrodt, Nosamco
Teste/Methods Specifications Resulty Refereaces
+ Description Test Date:
Visual ‘White to off white
crystalline solid. Ref:
Chem:
Ck'a:
Ideatification Test Date:
A) Carent USP ¢ | A) The IR spectium
as amended of the
<ITK> - proparation of Ret:
fest specimen .
. mm. m‘ i
&t the same Chean:
wavelengths as
that of a similer ,
preparation of &'d:
standard,

TEVA_OK_05055582




RAW MATERIAL SFECIFICATION
PRODUCT: Morphine Salfate USP
No.: RMI21601(ALO)-04 Recelving ¥ Pagelol7
. .
Identification :
B) Cutrent USP as 1 B) Anintense Test Date:
amended purple color is
produced at
once, and Ref:
W adeep
blue-violet. Cham
x'd:
C) Curert USPas | C) A blue color is Tost Date:
amended produced which
changes to-diek
red-brown with Ref:
. the addition of
1 drop Nitrice
acid. Chem:
Cka:
D) Current USPas | D) A solution Test Date:
amended (1in 50)
responds to the
tests for Sulfite | Ref;
<191>,
Chem:
Ck'd:

Confidential TEVA_OK_05055583
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RAW MATERIAL SPECIFICATION
PRODUCT: Morphine Sulfxte USP
No.: RM121601(ALO)-04 Reeciving i _ Page 3317
Specific Rotation Test Date:
Current USP as Between -107° and ‘
amended -109.5°. Ref:
<7818>
Chemn:
Ck'd:
Acidity Test Date:
Curent USP as NMT 0.50 ml, of
amended -1 G.020N sodiomn Ref:
hydroxide is
required to produce
ayellow color, ‘ .
Ck'd:
1 Water Test Date:
Current USP as Betwoen 10.4% and
amended 13.4%.
<R21> Ref:
‘Method I
Chem:
oxa:
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actavis RAW MATERIAL SPECIFICATION

No.: RMI121681(ALO)04 ' { Recelving #: Pagodof 7

Residue on ' Test Date:

Ignition

Current USP s NMT 0.1%.

amended Ref:

<281
Chem:
Ck'd:

Chiloride Test Date:

Current USP es ‘No prscipitats or '

amended turbidity is produced

immedisinly, Ref

Chem:
ck'd:

Ammonium Salts Teat Date:

Current USP as No odor of.

amendad ammania is

perceptible, Ref.

Chem:
Ck*a:
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PRODUCT: Morphine Suifste USP

RAW MATERIAL SPECIFICATION
SATERIAL SPECIFICATION

No. RM121601(ALO)-04 Receiving #:

PagaSofT .

_Tests/Methods

[Limit of Foreign

Allmloids

smended

Specifications

NLT 7.5 mL of
Iydroxide is
required.

f Relsted

In-house Method
LC437/RC1

Tost Do

Ck'd:

“Test Dume:.

Ck'd:

Confidential
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actavis | RAW MATERIAL SPECIFICATION
PRODUCT: Motphine Sultute USP
No.: RM121661(ALO)-64 Receiving #: {Pagoéof7
t Anay Test Date:
Tnhouse Method | 98.0% to 102.0% of
LC/M437/AS1(USP) | morphine sulfate
calcutated on the Ref:
snhydrous basis.
Chem:
Ck'd:
Particle Size NLT 85 Test Date:
Ret
12 pm t0 25 pm
IX(v,0.5) Chera:
(fn-house NMT 50 pm
- | requirement) D({v,0.9) Ck'd:
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. RAW MATERIAL SPECIFICATION
FRODUCT: Morphine Sultete USP ]
Na.: RMIZI601(ALO)-04 | Reeelving #: Page 7ot 7
TestaMethods _ Bpecifications Boaultt  Rafusace
Residusi Ethanol — eat Do
QCI7437/RS2 Ethano]
Ret:
{ Chem:
Ck'd:
COA
Supplier's COA
conforms 1o this
specification and to
USP raquirements
. for this lot.
Retest Date |
One (1) year
t Tests required for reassay
— - __APPROVED ____ _ NOTAPPROVED _ __ __FORINFORMATION

BY: DATE:

Confidential TEVA_OK_05055588
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actavis | RAW MATERIAL SPECIFICATION
PRODUCT: Morphine Sulfate USP
No.: RMIZ1601(ALO)-04 Pagelofl

Revision Ne.

SUMMARY OF SPECIFICATION UPDATES

Effective
Date

_Resson for Update

%Nn.

CRBEF

RM121601-01

8/1/08

New issne. Translation of Alpharma
ion PIS-QA-SPC-0217-03.

683

RMI21601(ALO}-02

11/20/08

Update docwyent 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. pseudomorphine from 0.15% to 0.05%
e gmmmmm&mmmw

Chango Residual Solveots t Residual Ethangl.

RM121601{ALO)-03

- 1t LC/7437/RCL.

| Particls Size: Chngemﬂhodmfermto

Related Compounds: Change method reference

Assuy: Change method reference to
LC/ 143 1ABL(USP),

LD/7437/P81

891

RMI121601(ALO)-04

Update to current format: change font from
Trebuchet MS size 11 to Time New Roman size
12

Change the related compound specifications a5
follows: : .
10-Hydvoxymorphine from: NMT 0.05%
to NMT 0.15%

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

Morphinone
NMT 0.10%

‘ from: NMT 0.05% to
NMT 0.15%

SinsleanUnknuwn mmrro.osesm

from: NMT 0.05% to |

NMT 0.10%

1683
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' ® @ NORAMCO e

A3

$00 SWEDES LANDING ROAD » WILMINGTON, DELAWARE 19601-4417

3020628040 * FAX 3028524417

TO: Mr. Eddy Crus, Buyer
FROM: M. Eclar, QA Anditor
DATE: 21719

CUSTOMER

Morphine Sulfate, USP (Micronized)
Active Pharmaceutical Ingredient
NORAMCO EDMS Specification No.: PR-NOR-214

2{2>]io AC. Bartkowski, QA

g'-?.! '07%/%

SPECIFICATION REVIEW

SAP No.: 51634001706

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

TEST

LIMIT

Description

White bo off-white crystalline solid

Identification — IR Absxption (Curvens USP <197A>)

Matetes IR of USP Morphine Sulfats Reforonce Stancard (dried @145°C for
1 hour) -

Identification - Spot Test (Cuzzent USP) Puple, thea blue-violet
entificution - Color Test (Current USP) Biue then dark red-brown
Iermificstion - Sulfute Test (Corent USP<i91>) | Barium Chloride TS: A whkte precipicase shouid form the Is fnsolble In
either Hydrochloric Acid or Nitric Acid
Hydrochioric Ackd: No precipitate should form

Lead Acetate TS: A white pracipitete should form with & seittralized solution
of sulfate that is soluble in Ammoniom Acetue TS

Specific Rotation (Current USP <7818>)

-107° 1o -109.5° {Anhydrous Basis)

Acidity (Currert USP)

| NMT 0.50 m i3 required o produce a yellow color

Water (Current USP Method | <921>)

Between 10.4% and 13.4%

Residoe on Ignition (Current USP <281>)

' Not more than 0.1%. from 500 mg

Chloride (Current USP)

No precigitate or tuebidity is peoduced immediately

Ammonium Salis (Current USP)

Noodnro(mhipempm_l_e

Confidential

Page 1 of 3
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ThefoﬂowiggNORAMCOInc.mmdﬁcaﬁms . 'H the customer’s test specifications
Linzk of Foreign Alkaloids (Currem USP) Not less than 7.5 mi i required (1.5%)
Reshdual Bhamol by GC (SOP-NOR-1443) *Sea Note below | Not more than 5000 ppm
Awsay (HPLC) (SOP-NOR-1443) 98.0 ~ 102.0% (Calculated on the salrydrous basis)
| mwmhwccmmuwmeNmo‘awﬁﬁhm
Tmpreriies by BPLC (SOP-NOR. | ' Morphine N-Oxide: NMT 0.15% ww
» “ Morphinone Sulfae “NMT 0.15% wiw
Preudomorpliine Sulfate: NMT 0.15% wiw
Codeine Sulfate: NMT 0.20% wiw
Individus]l Unspecified Impurities: NMT 0.10% wiw
Total Empurities: NMT 1.0% wiw

Normeo does oot report 10-Hydroxymomphine, Normorphiee, and Codeine
base and while Actavia does. NORAMCO CANNOT MEET ACTAVIS'
SPECTFICATION.

Noramoo specification for Mocphincne Salfate is NMT 0,15% while
Actavis specification for Marphinone (base form) is NMT 0.2%, Norsico
. specification for Pyeudomorphine Sulfae is NMT 0.15% while Actavis
. specification for Pacodomorphine (base form) is NMT 0.5%, NORAMCO
WILL MEET ACTAVIS’ SPECESCATION

Norameo specification for Morpliine N-Oxide: NMT 0.15% is tighter than
Actavis spevification which is NMT 0.5%. Noramoo specification for
Codeioe Sutfate: NMT 0.20% i tighter than Actavis specification which s
NMT 0.5%. Noramco specification for Total hispurities: NMT 1.0% i
tighter thia Actaviz specification which is NMT 2.0%. NORAMCO WILL
MEERT ACTAVIS* SPECIFICATION

Norameo specification {(son-fled) for Apomosphine Sulfase is NMT 0.10%
and is not reporied om the Certificate of Analysic while Actavia
specification for Apomorphine (base fomm) is NMT 0.5%. Norameo will
repons Apomcsphine Suifaie (NMT 0.109%) hmpurity resoli on the
Cortifficate of Amalysis for Actavis. This is sn Actavis customer request and
will be added to the Noramco Castomer Specification SOP. HORAMCO
WILL MEET ACTAVIS' SPRCTFICATION

The Individus] Unspecified Impurities match for Noranco aad Actavis.

Laser Diffraction Particle Size Bv.0lx<ld4pm

D{v,0.5): <6 um

Div, 0.95): < 20 um

(v, 0.99): < 40 pm

- Noramoo specification (non-flled) for Laser Diffraction Particle Siza is
Tisted above while Actavis specification is only “Record Resslts” and
require reporting of this test on the CofA . Thic is an Actavis customer
request and will be added 1o the Noramoo Customer Specification SOP.

NORAMCO WILL MEET ACTAVIS® SPECIFICATION

. ‘ : Page2ai 3
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The following tests have customer specifications, which DO NOT MATCH Noramea’s specifications

TEST

- LIMIT

LoD

Noramco does not peeform LOD esting while Acervis does. This Is an in-
houss requirement for Actavis,

NORAMCO CANNOT MEET ACTAVIS' SPECIFICATION

Sohubility

Norameo does act perform Solubility testing while Actavis does. This is sn
in-honse requirerment for Actavis.

NORAMOO CANNOT MEET ACTAVIS' SPECIFICATION

Retest Dae

9 mooths from date of micronization

The Noranco retest date from date oF micronization b suppored by
peoduct stability data.

'wa;mhuwhﬁamWdﬂ:uﬁﬂﬁumhmmwb-duﬂuhmdhwm
Eoly 1 be provemt iu the Morphise Seble dog sebwtance. Ooly the Cless 3 sotvent stanol Is Bicly 10 be rvem, Residual Class 2 sobvents s below the Option 1 Bt o
resiasl Class 3 acivents ase below 0.5% £5000 ppen). Therslore, Norsmeo coniBies ihet ihis ansieris), i tecsed, will comply with the extabiished USP o867 residual soivent

Customer Comments:

Customer Specification Review received and acknowledged by

(plessc print, sign and fax to Mary Ann Darby, 302-761-2913)

Name

Please direct questions regarding this review to: Amn C. Bartkowski Quality Asturancs Mansgee 302-888-6464

Confidential
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A3

g P RAW MATERIAL SPECIFICATION
E No.: RM120801-05 Recelving #: Page10f 8
! Narufactures: Marufacturer’s Lot #
Qualified Manufactureris): Noramco, Mallincirodt
Testé/Methods Specifications Regults References
1 Description Test Date:
Vit White to off-white
: crystailine solid, Ret:
Chem:
] x'd: 23
[ @,
B ®
o ! ®
identification Test Date: ®
A) Curvert USP 1+ A} The IR spectrum Q
as amended of the
<|97K> preperation of Ref: a
test specimen
" exhibits mexime _ =)
¥ at the same Chemn: o
wavelengths as
! that of a similr ocd:
preparation of
standard,
B
A

Confidential

CONFIDENTIAL
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Confidentiat

Doc No: ELZ-2M120801

§ Gacmls
RAW MATERIAL SPECIFICATION
5 PRODUCT: Morphvine Sulfate USP (Fine Grade)
; No.: RM120801-03 Receiving ¥ Fage 2018 .
5 -rmm Spacifications Results Raferences
identification
B) Current USPas |B) Anintense Test Date:
amended purple color 5
produced at
once, and Ref:
quickly changes
to adeep
blue-violat. Chem;
Ck'd:
i C) Current USPas | €) A blue cotor ic Test Date: b
& chenges to dark ©
E red-brown vith Ref:
the addition of @
1 drop Nitric
acid. Chem: @
R
Cic'd: 3
£ (D) CumntusPas |D) Asolution Test 2
i amended {1 in 80) - o Do q
vesponds 1o the
‘ tests for Sulfate Ref:
<>,
- [ Ehem:
&'d:

CONFIDENTIAL
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';" ? RAW MATERIAL SPECIFICATION
2 PRODUCT: Morphine Sulfate USP (Fine Grade) ‘
= No.: RK120801.05 Recaivieg ¥: Page3of 8
Spacific Rotation Test Date:
Current USP a5 Petweer -107° and |
amended “109.53" calcuiated Rt
<7815~ on the anhydrous | Ref:
basis.
Chern:
cx'é:
5 Acidity Tost Dute: By
' Cusvent USP as AT 0.50 mi_of &
3 muended 0.020 N sadfuny
& iydrovide 15 Ref: 8
i . required to proce 8
. | yetlow color.
®
o'd: X
¥ Watar | ' Test Dnte: 5
§ CurentUsPas | Between 10.4% and o
amended 13.4%.
i <> _ Ref:
Nethod WA
Chem:
Jawed:

Dos Not BLE-AM12000)

Confidential TEVA_OK_05055595



. 2 &% RAW MATERIAL SPECIFICATION
2 PRODUCT: Morphine Sulfate USP (Fine Grade)
= No.: RM120801-05 Recelving #: Page 4 of 8
8 Tests/Methods Speciications Resuits References
i . | Restdoe on ignition Test Date:
Current USP as NMT 0.1%
amended
: <2B1> Ref:
| .
! Chemy;
d;
§ Chioride Test Date; >
g Curvent USP as No precipitate or @_5
3 amended trbidity is ,
& produced Ref: 3
! immediately. @
~ Chem:
X "
ad: <
. [Ammonium Sas - Test Date: 2
¥ Current USP as Mo odor of ammanta ¢
i amended is perceptible. Ref:
Cheny:
§ CKk'dk
#
&

Confidential
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Fristod Ox: 1 1/FalVi0L0 13:56:46

Pedated By: Crux By

Viuslon No: 5

Dac Ne: ELZRM120801

Confidential

A3

actavis | RAW MATERIAL SPECIFICATION
PRODUCT: Marphine Sulfate USP (Fine Grade) '
No.: RM120801-05 Raceiving #: Page Sof 8
Limit of Forelgn Test Date:
Alainids
Current USP as NLT 7.5 mL of
amended 0.020 N sodim Ref:
' hyciroxide is y
recuired.
Chem:
Cicd:
Loss on Drying _ Test Date:
Current USP as 9.0Xt012.08 wiw
amended
<731 Ref:
Dry 1gaz 145 °C for
1 hour.
{ Cheme
(n-house
requirement) Kd:
1 Assay Test Date:
in-house Method  [98.0% to 102.0% of
LC/3063/7AS1{USP) | morphine suifate | :
calculated on the Ref:
anhydrous basis.
Cham:
Ck'd:

CONFIDENTIAL

QUNAS COPY

i
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A3
P RAW MATERIAL SPECFICATION
PRODUCT: Morphine Sulfate USP {Fine Grade) |
No.: RM120801-08 Receiving # Page 6 of §
Testw/Methods  Specifications Resuks References
t Retated Procass impurities Test Dater

Compounds AT 0.5%
In-house Method 10- Ref:
LCII065/REY Rydroxymorphine :
NNT 0.5% '
Normorphine . Chem:
NNT 0. 4%
Codeine Base
NMT 0.5%
Codeine Sulfate
{% Coclelne Base x
£96.82/5%8.74)

NAT 0.5%

Prinisd Ou: 1 1/Feb/2010 13:36:46

C'd:

‘Known Degradants
NMT 0.5%

. | Norphine-N-cdde
T 0.2

Printed By: Cruz Rédy

HMT €.5%

QUMAS COPY

MMT 0.7%
Unimnown

NAT 2.0%
{tn-house Total Related

Doc No: BLZ-RMI2080]

CONFIDENTIAL

Confidential TEVA_OK_05055598



o A

2 @WB RAW MATERIAL SPECIFICATION
2 PRODUCT: Morphine Sulfate USP (Fine Grads) '
= |No.: RMIZ0801-05 Recelving #: . |Pagm70t8
- Tests/Metheds  Specifications Resuits References
i Solubility Soluble 0 21 parts | Test Dute:
Very stightly sciuble Ref:
s alcchol o
Practicalty fnsoluble Chem:
in chloreform
m' Practicaily fesoluble Cik'd:
| )
3 &,
& ®
. ! Particlestze | | | Test Date: ®
-house Method | Record recutts .
LD/3085/P5
, Ref:
<
‘ D{v,0.5)
Alternate Racord results g
Testing Facility: ,
v {catalem Chem: 2
' 160 North Cardinat | Dv,0.95) p
Health Way Record results
g Nomisville, NC ‘
z 4v,0.99) et
Record results
E {(In-hOise
3
¥
&

\DENTIAL
o CONE

Confidential TEVA_OK_D5055599




Confidential

® | G
s RAW MATERIAL SPECIFICATION
5 PRODUCT: Morphine Sulfate USP (Fine Grade)
= No.: RM1Z0801-05 : Racuiving #: fage S of &
& Tests/Methods Spectfications Resuits References
g Residual Solvents ' Test Date:
In-house Method NMT 5000 ppm
GL/T437/RS2 Ethanol
Ref:
Chem:
Ck'd;
COA Supplier's COA
é' , conforms to USP 2‘3
requirements for &,
5 this lot.
& Rutast Date @
g One (1) year &
. ¥ Tests required for re-assay ®
S
- )]
2 L ]
i
§
§ APPROVED NOT APPROVED FOR INFORMATION
BY: DATE:

CONFIDENTIRL
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@ ENORAMD« - A
Noramcs, Inc,, 500 Swedes Landing Road, Wilmington, DE 19801
" Telepbone: 1-302-761-2909 Fax: 1-302-761-2913

T0: & 4
FROM: A. Falasca, QA Aunditor . A.C. Bartkowski, QA Manager
DATE: +//19/¢ o : | | /AR L5
CUSTOMER SPECIFICATION REVIEW
Oxymorphone Hydrochloride, USP
Active Pharmacentical Ingredient |
NORAMOCO EDMS Specification No.: DS-SPE-17249 :

SAP Not 51634009300
tari Custosper Product Namber: RMI21300(A8A)-07 |
Customer Specification Number:  N/A f
The foilowing NORAMCO Inc. test specifications MATCH the customer’s test specifications.
. TEST LIMIT
Appessance ( Visuel) | oiidie to offewhiie powder
() Chloride, (Carest USP) Positive for Chloride !
(b} infrared Absorption, {Curvent USP) Matches USP Oxymarphone Referonce Standard :
(c) Ultraviolet Absorptioa, (Curneat USP) ‘Maxima and minime mach USP Oxymorphone Reforesce Standard
Absorbence Ratio A’ Atsian: 1-75 3 0.2
(d) Femi Chiocide, (Currest USP) A blus colos is produced immedistely
Loss on Drying (LOD), (Cument USP <7315) NMT 80 %
Specific Rotation, (Currest USP <7818>) Batween -145 ° and - 135 (on dry besis)
Residue on Ignition, (Ciamest USP «<281>) NMT03 %
Acldity, (Cument USP) NMT 0.30 i is required 1o produce » yeliow coles
| Limit of Nonphenolic Substances, (Corrent USP) Residue doss not excend 15 mg
Chioride Content (Current USP) | 102% - 10.8% (oa dry hasis)
Residual Solvents, (Cument USP <467>, Sec Nots napage 3 | Ethanol NMT 5000 ppm
lsoprupanol  NMT 5000 pprn
Acstonitrile  NMT 410 ppm
-Bmaiol  NMT 3000 ppm
Asay (UPLC) o 98.0% - 102.0% (on dry basis)
Impuwcitics hy HPLC-MS £ 0.0006% w/w 14-Hydroxymorphinone Hydrochloride

. | Page 1003

Confidential TEVA_OK_05055601



® GNORAMION an
mmmmmmwm1m1
Telephone: 1-302-761-2909 Fax: 1-302-761-2913

The following lests have customer specifications, which DO NOT MATCH Noramco’s specifications
TEST LIMIT

impurities by HPLC-MS < 0.0006% wiw 14-Hydrxycodsinone Hydrochloride

Norameo po foages reports 14-Hydmaycodeinone Hydnochlotide as & specified
impuerity while Actavis does. 14-Hydmaycodeingne Hydrochiorido Is eonsiderad

} a pon-genotoxic impurity and is cantroliod as an unspecified impwity at a lovel of
NMT 0.)00% wiw.
Aszzy (Current USP) 97.0% - 102.0% {on dry hagls)
Norameo calculsies Assay (Current USP) on the dry basis while Actavis records
assay on the “pe-is bagis”.
Imparities by UPLC Oxymecpbone N-oxide NMT 0.15% wiw
' " | Hydromorphooe Hydrochloride NMT 0.15% wiw
Oxycodone Hydrochloride NMT 0.15% wiw
Pymn Bridgsd Oxymorphone Dimer Hydrochloride NMT 0.15% whw
22"~ Bisoxymorphone Hydrochiorkle NMT 0.15% wiw
_ Todividual unspecified impurity © NMT0.10% rolative
. Total Impurities (sum of individus]
! reportable impwrities 2 0.03%) NMT 1.0% ww
5 . Noramco and Actevis have the same specification for Oxymarphone N-oxide,

Hydromorphone Hydrochloride, mmmm.wmmm
lnmlimud'l‘nﬂhpuﬁu.

Noramoo reports Pyran Bridged Mmmmu-
liluuymplnul-ﬂ (ﬂhmwﬂhkuﬁmhlﬂthhlh
hese form. Norumeo will continue to report these impuritien in the salt form but
will moet Aciavis' specificatios of NMT 0.15%.

Norameo does ot kave g specification for 10-Hydroxyoxymorphone and 10-
Kewooxymurphoune while Atavis does. These impuriies will bu treasted and
reporicd, if presswt above tho reporting threshold, ax individul urspecified
impurities whick have a specification of NMT 0.10%, Nommeo will mest
Aciavis' spacification.

Onlinary Impuritics NMT2.0%

Noramco does nol perform Ordinasy Imperities westing while Acsevis does,
Noramco canmcl meet Actavis' gpecification.

Water 60-30%

' Normweo does not pecform Water testing whils Acuvis does.
Newamco cabnot meel Actavis' specification.

. Page20f 3
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@ GNORAMD

Naramco, Inc., 500 Swedes Landing Road,
Telephone: 1-302-761-2909 Fax: [-302-761-2913

and

Wilkoington, DE 19801

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

TEST

LIMIT

Particls Size by Maivers

| DIO: Avernga NMT 30 pum, RSD NMT 15%
1D50: Average NMT 30 pm, RSD NMT 10%:

DY0; Aversge NMT 80 pm, RSD NMT 15%

- | This is & soa-filed st fur Noramco and & customer specific request for
specification.

Actevis. Noramoo will comtinue 1o meet Actavis'

| Methancl: NMT 500 ppm -

This is 2 pod-filad test for Noramce and o customer specific regyest for

| Actaviz. Noramen will mest Actavis’ specilication

Voltile Impurities

Iapropyl Chloride: NMT 1 ppm
Ethyl Chioride: NMTY 11 ppm

Di-lsopropy] Ether; NMT 11 ppm
T-ethuny Propane: NMT 1} ppn

Noranwo repart valatile impuritics s listed above whils Actavis repost
volatile impurities using the chemicsl synoayms lisied below:

Norasico will report volatile impurities o the Cegtificate of Analysis s it
is Heted for Norsnco, This is & non-filed tess for Norameo nad & customer
specific roquest for Actavis. Noramco will continue to mest Actavis'
specification.

Retest Date

24 mooths from date of manufaciuro

Nmnmtdmhkmthﬁmdmofmuﬁumwﬂh
Actaviy® rotest dute is oo your.

Mot Norasicn's complinnce with the cutvont ISP <i67> residual solvents requirement has boen demunstraied Wirough the messueernent of

residonl solvemts in Ox

Hydrochloride drug subgtance, Only the Class 3 solvents Edwacl and
and mre spocified ot the Option | Huait, The Class 2 solveat, Acetoaltriic and the Class 3 solvent, 1-Butanal ane used in the syaesis route snd
aye specified xi the Option | Hmﬂ.bmmnmhwynhpmmmnmmmmifmduﬁlmuuﬂfw will comply with
ibe ostablishod residusl solvent specifications of USP <4675,

Ploasc direct questions regardiag this review to: Mary Ane Ssllers, Custormner Sarvios Macsager st 302-751-2909,

Confidential
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ﬂ actavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP
No.: RMI120866(T)-07 Receiving: Page1of 6
Manufsctarer: | Manufacturer Lot #:
Qualified Maaufacturer(s): Neramco, Inc. -
Tests/Methods Specifications - Results References
t Description Test Date:
Visual White to off-white
crystalline powder. Ref
Chem:
. Ck'd:
| Identification Test Date:
' Melting renge 218°C -
. A) Current USP, as 223°C, range not to
amended exceed 2°C. Ref:
USP <741>
Chem:
Ck'd:
¥ B) Current USP as The IR spectrum of Test Date:
amended, the sample exhibits
USP <197K> maxima only st the
same wavelength as Ref:
that of a similar
preparation of the
standard. Chem:
Ck'd:

Confidential TEVA_OK_05055604
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Pactavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP '
No.: RM120066(T)-07 Recelving: Page2of 6
Tests/Methods Specifieations Resalts References

t Assay Test Date:
USP (Method #

97.5% to 102.5% of
| LCAO06G/ASUSEXT) | = . Ret

Hydrochloride,

calculated on

anhydrous, solvent free| Chem:

basis.

Record the assay on

the as-is basis. Cck'd: .
Inorganic Impurities: Test Date:
Residue on Ignition NMT 0.05%
Current USP as amended Ref:
<281>
{See USF monograph for .
. tions) Chem:

Ck'd:

Organic Impurities
Procedure 1:
Limit of Alcohol

cestification that
Curreat USP as amended | 5 ol s not used

TEVA_OK_05055605
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A

Em | . RAW MATERIAL SPECIFICATION

RAW MATERIAL: Oxycodone Hydrochloride, USP

No.: RM120066(T)-07 Recelving:

Page3 of 6

Tests/Methods Specifications

Resulis

Reforences

| LC/0066/AS(USPXT)

Orgaxic Impurities NMT 0.15%
Procedure 2: Impurities | Oxymorphone

Test Date:

In-house Method Noroxymorphone

Ck'd:

*NMT 0.10%
7.8-Dihydro-8p, 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
tydrons, v g

Test Date:

cK'd:

TEVA_OK_05055606
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actavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP !
No.: RM120066(T)-07 Recelving: Paged of 6
Tests/Methods Specifications Resulis References
Specific Rotation | Test Date:
Current USP as amended | Between -137° and
<781%> -149° (Anhydrous,
solvent-free basis) Ref:
(See USP manograph for
instructions) Chem:
Ck'd:
1 Water Determination Test Date:
‘Current USP as amended |3.0% to 7.0%.
<921>, Method I ’
. specification) Ref:
Chem:
Ck’d:
Residual Solvents: Date:
NMT 3000 ppm Tost
In-House (Method # Methanol
GC/0066/RS(T)) o Ref:
NMT 5000 ppm
2-Propranol
: Chen:
NMT 5000 ppm _
l'BM] Ck:d:

Confidential
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Ay

RAW MATERIAL SPECIFICATION

RAW MATERIAL: Oxycodone Hydrechloride, USP
No.: RM120066(T)-67 Receiving: Page S of 6
Tests/Methods Specifications Resulis References
Ti :
Chromstographic st Date
Purity 1 :
NMT 0.001% Ref: 5
In-house Mothod 14-Hydroxycodeinone : ’
LC/2985/RC3 Hydrochloride
Chem:
(In-house requireraent) crd:
%“”’2 *phic NMT0.10% Test Datec
In-house Method Oxycodone N-oxide
LCAL7RCXAT) NMT 0.10%
7-Methyl-Oxycodone
Hydrochloride |
NMT 0.10% Ref:
1-Hydroxyoxycodone
. . NMT 0.25%
R&gnhtory method is Dihydto
Current USP as amended for 7.8 1 -
7,8-Dihydro-14- hydroxycodeine (6-c.
' . Oxycodol)
hydroxycodeine (600 - Chem:
oxycedol) and 7,8-Dihydro- | NMT 0.10%
8,14-dihydroxycodeisone | 7.8-Dihydro-8p,14-
dihydroxycodeinone
NMT 0.10%
Oxycodone
Ethylenolate
NMT 0.10% ck'd:
(0“]01‘ il’l]]llﬂl'l.lﬁ es are in- UI'ISMIﬁGd Ilnpunty
house requirements) NMT 1.0%
Total Impurities

TEVA_OK_05055608
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Cactavis | " RAWMATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP
| No.: RM120066(T)-07 Recelving: Page6of 6
Tests/Methods Specifications Results References
Particle Size Test Date:
Distribution Dip: NMT 7um
In-house Method
LD/2985/PS Ref:
Dsy: NMT 30 pm
. Chem:
(In-house requirement)
Dgo: NMT 110 pm
' Ck’d:
X-Ray Powd ‘ Test Date:
Diffraction:
In-house Method
XRD/4029/ID Ref:
. (n-house requirement) | o 6vs t0 Form B
- Pattern Chem
Testing Facility:
ICON Development '
Solutions LLC Ck'd
One Halsey Road
Whimbom, NY 13492
COA
The Supplier's CoA has | Meets Specifications
been reviewed.
Retest Date
One (1) year.

"t Tests required for reassay.

* 6-a Oxycodol and 7, 8-Dileydro — 8, 14- Dihydroxycodeinone ave reported a5 per
chromatographic purity 2 method '

APPROVED _________ NOT APPROVED FOR INFORMATION

() BY: DATE:

Confidential TEVA_OK_05055609
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Cactavis

A

RAW MATERIAL SPECIFICATION

RAW MATERIAL: Oxycodone Hydrochloride, USP

No.: RM120066(T)-07

Page 10f3

SUMMARY OF UPDATES

Revision No.

Effective
Date

Updates

CRRef
No

RM120066(T)-01

117708

Transiation of Actavis Totowa LLC specification #
RM-0197-00.

796

RM120066(T)-02

11/13/08

For X-Ray Powder Diffraction testing change the
In-house Totowa method to the In-houss Method
XRD/4029/ID.

801

RM120066(T)-03

12/23/08 -

Chromatographic Purity: changed referenced
methods to LCA197/RC1(USPXT),
LC/0197/RC(USPXT) and LC/2985/RC3.
Particle Size Distribution: changed referenced
method to LD/2985/PS.

8138

RM120066(T)-04

Revised to hammonize with Totowa spec
RM0157-02:
1. Identification A — remove Class I from USP
<741>.
2. Assay —remove (C;yHz NO; HCI) from
3. Chromatogrephic Purity — Two methods
LCAO197/RC (USPXT) and
LCO197/RCI(USPXT) have been merged
into a2 new method, LC/0197/RCX(T). Add
tests for 1-Hydroxyoxycodone, 7-Methyl-
Oxycodone Hydrochloride, 7,8-Dihydro-14-
hydroxycodeine, 7,8-Dilrydro-8,14-
dihydroxycodeinone 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 tc Times New
Romen size 12 '

Assay Test under Specifications adding "Record the
essay on the as-is basis"

1147
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Cactavis

4

RAW MATERIAL SPECIFICATION

RAWMATERIAL: Oxycodone Hydrochloride, USP

{Page20of3

No.: RM120066(T)-07

Revision Ne.

Effective
Date

Updates

CRRef
No

RM120066(T)-06

—

11/03/10

Layout and order of tests changed 10 reflect USP 33-
NF 28 Oxycodone Hydrochloride USP Monograph
Minor editorial changes.

USP monograph nomenclature of Inorganic and
Orgenic impurities introduced.

Organic Impurities, Procedure 2 Impurities added to
specification. Six USP Monograph known
impurities added with specifications, individual

Footnote for 6-8 Oxycodol and 7,8-Dihydro-8,14-
dihydroxycodeinone added in Organic Impuritics,
Procedure 2 section that results for the two
imprities will be determined as per filed in house
method LC/0197/RCX(T)

Previous Chrometographic Purity section divided
into Chromatographic Purity 1 and
Chromatogrephic Purity 2.
Specifications for Chromatographic Purity known
impurities are changed as follows

NMT $.15% Oxycodone N-oxide to NMT 0.10%
NMT 0.15% 7-Methyl-Oxycodone Hydrochloride to
NMTO0.10% ‘

NMT 0.50% 7,8-Dihydro-14-hydroxycodeine to
NMT 0.25% o

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
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‘ actavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP
No.: RMI20066(T)-07 | Page3of3
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 1482
Impurities specification from "NMT 2.00%" to
1 "NMT 1.0%"

X-Ray Powder Diffraction: change testing facility
name from "Prevalers Life Sciences” to "ICON
Development Solutions LLC"

TEVA_OK_05055612




@ INORAMCO: A

Noramee, Lac., 500 Swedes Landing Road, Wilnington, DE 19881
Telephone: 1-302-761-2909 Fax: 1-302-761-2913

TO: Mr. Eddy Crus, Parchasing
FROM: M.M.QAW Agtigss”
DATE: 5l2ofut

CUSTOMER SPECIFICATION REVIEW

Oxycodone Hydrochloride, USP (Fine Grade)
Next Generation Formula

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

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

. TEST LIMIT

Appesrsnee Whike 0 off-whie, ﬁumlhspmﬂu
Identity — Mekting Range (Curvent USP) 218 - 223°C; range not 1o excesd 2°C
Jdensity - IR (Current USP<I97A>) Masches [R of USP Oxyeodone Sudard
Specific Rotstion (Cucwt USP <7815>) -137° 0 -149° (cakoulated on the auhydrous, solven:-fres besh)

| Walor (Current USP <921> Method I) - 3.0% 10 7.0%

| Residue on ignition (Cuerent USP <281>) 0.05% maximem

f Chromstagraphic Parity (HPLC) 14-Hydroxycodeinons Hydrochloride NMT 00019 wiw
Assay by HPLCY UPLC | 97.5 - 102.5% whw (Cakculated on the anhydrous, solveat-free basis
Chilorile Content (Cusrent USP) 9.3 - 10.4% (Calcalsted on the ankydrous, sofvent-fres basis)
X-Ray Powder Diffraction Comforms 10 Form B Pattern

. Fage 1 0f3

Confidential TEVA_OK_05055613




@ INORAMOON

Noramco, Inc., 500 Swedes Landing Hoad,

A -3

Telephone: [-302-761-2909 Fax: §-302-761-2913

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

TEST

LIMIT

Chronwsogsaphic Purity (Caicslated om the anhydrous,
- | solvent-free basls)

Tom! knpurities (sum of individual
reportable impurities > 0.05 %)

Individusl

T-Mctkyloxycodone: Hydrookioride
Individual unepecified impuriy

mmhwmkwmm
mmmwmzmm

NMT 0.10%

1-Hydroxyoxycodone NMT 0.10%

78- Dilrydeo- I4-hydeoxycodeins (6-0 Oxycodol) NMT 0.25%

7.8-Dikydro-$f, 14-dihydroxycodeinane NMT 0.10%
NMT 0.10%

NMT G.10%
NMT 0.10%
NMT 1.5%

Norameo and Actavis have the szme specification for Oxycodone N-Oxide,

7-Methyloxyoodone Hydrockloride and Individosl Unspecified Emparities.
Norameo specification for Total Imperities NMT 1.0% ts tighter than

Actavis specification of 1.5%. Norameo will meet Actavis’ specificaion.

Nocamoo does not have a specification fhr 1-Hydroxyoxycodone, 7.8-
Dilrydro-14-hydraxycodeine, 7,8-Dihydeo-88, 14-<dihydroxycodeinons and
Oxycodons Bihylenalmte while Acdavis doee. Norinco's validsted method
s been: 0 separate these impurities snd these Impurities se
captored iz the Individua! Usspecified hnpucities with a specification of
mo.lm Noramco will meet Actavis* specification.

NMT 1.0% ww

NMT 0.10% ww
NMT 0.10% wiw
NMT 0.10% w'w

Organit: Impurisies Procedure 2 (Actavis test)

NMT 0.15%
NMT 0.15%
10-Hydroxyoxyeodone NMT0.15%
H,hwduue NMT0.15%

6 Oxycodol NMT 0.25%
7.8-Diltydro-8f-14-dihydroxycodeinone  NMT 0.10%
Www NMT 0.10%

‘Totsl Inoprrities

NMT 2.0%
mmwmmmwmmw
from “Cleomeographic Purity™ Histed above, However, USP 37 imporities-

10-hydroxyoxycodone, kydrocodoas, 7,8-

oxymorpkicne, nofoxymocphoa,
| diliydro-14-hydroxyoodeine (6-a axycodol), and 7.8-dihydeo-S8, 14-

dihydroxycodeinone are not observed ja the Noranco process. Thus, the
USP 37 impusities are not specified, bet ate comtrolied s Individus
2 NMT 0.10%,

Confidential

Page2of3
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Noramco, Inc., S08 Swedes Landing Road, Wilmingten, DE 19801
Telophone: 1-302-761-2909 Fax: 1-302-761-2913

The following tests have customer specifications, which DO NOT MATCH Noramco's specifications
Reskivgl Solvents. See note below Methazol  NMT 3000 ppm
| Z-Propenol  NMT 5000 ppm
1-Butsaol  NMT 5000 ppm
Noramco and Actavis have the ssme specification for 2-Propsan] sad |-

Botenol.
Nogamen cannot rpset Actavis® spacification of NMT 1000 ppm for
Mudﬁﬁmaﬁmmm“puwm
recent duta for Oxycodone Hydroohloride (a0XY) los and it wes
deteroined thet Notameo”s cucrent [rocess for Oxyoodons Hydroohloride
(ROUXY) is cupable of comigiently uceding 4 spocification of NMT 22350
_ _ ppwa for Methanal,
Pacticls Size by Mlvern D(v, 00} 21.0pm
D (v, 0.9): £300.0 pm
mmhmﬁhmmmm
spacification In tised below:
D(v, 0.1% NMT 7um
D (v, 0.5: NMT 30 jtm

D (v, 0.9): NMT 110 pm
. This is = cwiomer roquest for Actavis, Noramoo will continue (0 mest

Acsavis’ specification,
| Tappod Desity .| As of Septmubex 20, 2012, Actavis 7o Jonger requiine Tapped Dansity to
e reported on the Certifiomts of Analysis. ,
Limit of Alcobol (CoHyOH) (Cumpent USHY Ethenol b not used in the manufacturing process, and therefore the Limit

of Alcahol USF testing for this solvent is tiot performed,

Rotest Date Theoo yests from dsto of maufacturs

Norsmeo setext dme is 3 yoars from date of menufactore whils Actavis’

| reteat date s | yeor,
mm“ummmmuamam
wmwnmwmm

Nedaz Noramco's compiimce with the corvent USP <#67> residnal solvent rogqpisements has been demonstrated through the we of a
valldnied test method 1o messwce solvenis 1ikely 10 be presest i the Oxycodone Hydrockloride drug substance. Only the Class 2 solvent
mothanol and Class 3 solvents 2-propanci snd 1-butanol aze likely 10 be present. Residuil Class 2 solvents are 0ot more S the Opiion 1
fimit end residus! Clags 3 solventy are oot mogze then 0.5% (3000 ppm). mmmummlmmm
with the asteblishad residual organic solvent specifications of USP <167,

Ploase divect quostions regarding this review jo: Mary Ans Sellers, Custower Service Masager st 302-761-2909,

. Page 30f 3
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Cactavis RAW MATERIAL SPRCIFICATION
RAW MATERIAL: WWUSPWMJMM
Ne.: RMI121173-09  Recelving: Page lof 8
Manufacturer: Mamfacturer Lot #:
q-mmmm). Norameo, Ine.
* | + Deseription Test Dede:
' Visual White to off-white, fine
cxysinalline powder.
Ref:
Chem:
Ck'd:
A) Current USP as A) Belween 218°C end
- amendod 223°C but the rangs
<741> betwoen beginning Ref:
and end of melting
does not exoeed 2°C.
Chem:
ove:
4 B) Current USP a8 B) The IR spectrum of Test Date:
smendad the preparation of test
<197K> specimen exhibits
maxima st the same | Ref:
. wwelengﬂ:suﬂutcf
I&!ﬂ-::monafﬂu o simil
A
'd:

TEVA_OK_05055616
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E aclavis RAW MATERIAL SPECIFICATION
BAW MATERIAL: mwwmmua) (Next Gemaration)
No.: RMIZ1173-09 Recelving: Pagedof8
tAsoay 197.5% to 102.5% of Test Date:
LC/4029/AS4(USY) | caloulated an snhiyddrous, |
or . :

_ Record the essay on the
LCAOOGG/AS(USP) (T) | apeis basis. Chem:
cx'd:

Inorganic Impurities: |NMT 0.05% Test Dute:
Residue on Ignition
Cutrent USP a3 Ref
<2B81>

Chem:
for instructions)
_ 'd:

Procedure 1: _

Liwmit of Alcohol NMT 1.0% (w/w)

In-hose Method Ethanol Ref:
GC/4029/RS82 ¢

Chem:
ckd:

¢ Regulatory method is
Cotrene USPas
amended

TEVA_OK_05055617
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¢ actavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodene Hydrochloride USP (Fine Grade) (Next Geserstion)
| Ne: RMI21173-09  Recelving: Page3of 8
| Organic Inmpurities | NMT 0.15% {TestDate:
Procedure 2; Oxymorphone
Irmpruritics NMT 0.15% Ref
LC/4029/A84(USP) ¢ '
NMT0.15%
or 10-hydroxyoxycodonc Chem:
NMT 0:15%
In-houss Method Hydrocodone oxa:
LC/O06S/AS(USEXT) ¢ 1 amT 0.25% Do not seport these individusl
6-c Oxycodal hmpurity results, Refe to
(7, 8-Dihydro-14- Chromatographic Parity 2
hydroxycodeins) method for reportable resulis.
. NMT 0.10% Aroe percent values from this
7 &M 14 method are to be incinded in
e i the Total Impurities
NM'!‘ 0.19%
¢ Regnlatory method is '
m&:ﬂ' “ ‘NMT 2’0%
K Total Iuporities
| Ctileride Content mg.s%m Test Date:
smended mluimn, lohul-f:eo
basis, Ref.
Chem:
x'd:
Confidential TEVA_OK_05055618
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‘ actavis RAW MATERIAL SPECIFICATION
{RAW MATERIAL: Oxycodone Hydrochlorids USP (Flue Grads) (Next Genoration)
No.: mmm-oo ‘Reeelving: Pago4 of 8
Specific Rotation Between -137° and ~149° Test Date:
Cuyrent USP as (Anhydrous, Sotvent-Free '
amended baais)
<7818> Reft
Chery:
{ord:
t Water 3.0 o 7.0%. Test Date:
[ Current TSP as
smended
<921> Ref:
Mathod
| Chem:
Ck'd:
| Residunt Solvents 1 Test Date:
GC/4025/RE2
 NMT 1000 ppm Reft
or Methanol*
GC/2985/R32 Chem:
cx'd:

*Report higher value of Meihanel veruits obtained by cither musthod GC/4020/RE2 or GCTOS/RED

TEVA_OK_05055619
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RAW!M‘I‘ERI&L. MWWWW)MM)
No.: RM1111'73-09 MII:: PageSef8
Restdnal Solvents 2 Toot Datex
2-Propanol Ref
1-Butanol i Chem:
Ci’d:
Purity 1 | -
LC/2985/RC3 NMTO001% Ref
Chem:
Ck’d:

TEVA_OK_05055620
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@dav" RAW MATERIAL SPECIFICATION
BAWMATERMD MWW@MM}(H&W
No.: RMI21173-09 | Recsiving: PageGof$
Chromstographic NMT 0.10% Oxycodone Test Date:
Plrllyl | N-oxide
monces  [Yumook et
LCAOI9WRC2(T) + ;&w ”-M'(ﬁ_m Che:
(fn-house requirement) | Oxyoodol)
N oy |NMTO10% G
curresit USP as 1’ g I 14-
amnzgded for 7,8- :
Dihydro-14- MO.IO%Oxywdom
Oxyoodol) m Nm'o.lo%
Diltydro-86,14- Individual Unspecified
LOPOSS/RCI |NMTO0.10% | Test Date:
ar ‘T-Methyl-Oxycodone :
LCA1S7/RC2 (T) Hydrochlozide
Total of all Related Ret:
Compound kmpurities | WMT 1.5%

od:

Confidential TEVA_OK_05055621
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‘ actavis RAW MATERIAL SPECIFICATION
mwmmlAL. wwwm&aﬁ) (Next Generation)
No.: RM121173-09 Rocelving: Page 7 of ]

Tests/Méthods Specifications Results References
Particle Size NMT 7 ym Teat Date:
Distribution D(v,0.1) 10% '

LD/4029/PS Ref
o NMT 30 um.
D{v,0.5) 50% Chem:
LD/2985/PS
NMT 110 ym cx'd:
(tn-bovse roquirement) | D(v.09) 90%
APolymorph :ruim
| identifteatt
XRD/4029/1D diffrwction pattem of the Ref:
test preparation exbibits
all of the distinct peaks
| jdentified in the method. Chemn:
(In-house requirement)
Testing Facility: Ce'd:
ICON Development
‘Whitesboro, NY 13492
Confidential TEVA_OK_05055622
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@dav’s RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrockioride USP (Flue Graie) (Next Geeration)
| Ne: RMI21173-09 Receiving: | PageBefs
Tappoed Denslty Test Date:
Tn-house Method 0.60 gfmL o 0.80 g/mL
Chem:
{In-house requirement) . Ck’d:
COA Supplier’s COA conforms
. to the USP requirements
. | fior this lot,
Retest Date One (1) year.

1 Tests required for reassay.

——— . APPROVED ___ _ NOT APPROVED FOR INFORMATION

BY: DATE:

|‘ .

Confidential | TEVA_OK_05055623
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Cactavis RAW MATERIAL SPECIFICATION
MWMATIRIAL. mwmmmm;mmm)
Neo.: RM121173-09 Page1of 4
. SUMMARY OF UPDATES
Revision | Effective Updates CRRef
Ne. Date No
m:lms- 07/12)2006‘ New item. I wa
1. Mmdymmﬁmﬂhmedﬁrmy
and.add resssay syinbol to- Limit of Aloohol.
2. mrwmmwsam
Particie Size Distribration and Tapped Density tosts.
mgm- 12/20/2006 3. Addm-hmamuﬂmd:hl.hnitofﬂwholmﬂ NA
' 4. Aﬁwmdrmlmwhbnmitof
Alcobol.
RMI21173- Tommmwmﬁm
03 12/22/2006 | LC/4026/RCS and Asssy Method from NA
LC/A026/ASA(USF).
| Ras1211m- Update 1H-Oxycodone and Etirylenolate from NMT
04 08/29/2007 OmmMOIS%demmmm NA
2.0% to NMT 1.5% per FDA.
RM121173- 131/08 Update format for commencisl nse. CROS-
05 035
RMI2{1T3- Romove “In-house requirement” from Residual Solvents
o5 070108 | Testing a9 per 639
UBP 31/NF 26,
1 memmsouﬂm
2. Residual Solvents: Add method GC/2985/RS2
3. Aammsamzu
4. lldmd Add methods LC/298S/RCS
P N/A Codeinono 'm‘omgedm test for 7- 874
5.  Awsay: change limits to 97.5 % to. 102.5%
6. Particle Size: add mathod LD/2983/PS. Change
teat lingits o NMT 7 ym D(v,0:1) 10%; NMT 30
m Dy, %; NMT 110 um D(v,0.9) 90%
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5
¢ actavis RAW MATERIAL SPECIFICATION
'RAW MATERIAL: wwmmm;mmm&-)
Ne.: RM121173-09 l’lpi.ﬂ

Roviston | Effective . Updstes | mmet
No. Date ' No
1. Water lpemﬂnﬁmusotom%
2. mmsmmmmomm
3. Add new Residual Solvents 2test.
; 4. Related Compounds: Add metods LC/2085/RC3
RMI2L173- and LC/298S5/RCY. Chenge limit on 14H-
o7 - 06/19/09 ‘Gudanmbﬂ.(lﬁﬂ:! AAd test for 7- 979
Methylaxysodone H
5. Assay:change limits to 97.5-% to 102:5%
6. mmsmmmmmm Change tegt
Limits to NMT 7 im D(v,D.1) 10%; NMT 30 um
D(,0:5) 508, NMT 110 um D(v,0.9) 90%
RMI21173- . Incorrect dooument scanned into Quunas. | Docament '
08 06/19/09 mmﬁmoﬂybmnﬁm No ocontent changes were 081
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Cactavis
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RAW MATERIAL SPECIMCATION

 RAW MATERIAL: WMWMM)MM)

| No.: RM121173.09

Pquoﬂ

" Revisiaa

No.

Effective
Date

it

CRRef
No

RM121173-

mmmmm“wmmm |
matesial specifications RM120066{T)-06 (Oxycodone
Hydeoehicide, USP).

Fioom: Resichio o0 Ignition changed o “Jnorgamic Inpurtties:
Rasidie on Ignition™.
Proizi: Limit of Alsobol changed to

5 1

Procedure 1: Limi? of Aleakol and ramoved tha resssay teat
requitement.

. | From:‘Ralated Compounds changod to “Chromalograpkic

Purity 1 and Chromatographic Perity 2”.

Now Tests'Mothod and respective specifioition requiraments

added to comply with corrent USP33-NF28 monogreph:
“Organic Impurities Procedure 2 Impirities ™,
mmmmammmmm
WW&WWMM

Specification limits added: Oxymorplons NMTO.15%,
Noroxymarphonis NMTO.15%, 10-Hydioxyoodons NMT
0.15%, Hiydeooodbos NMT 0.15%; 78-Dihydro-14-
hydroxycodeine (6-alptia Oxycodol NMT 0.25%, 7,8-
Dihydeo-§ Bets, 1 4-cilrydroxycodeincne NMT 0.10%,
Tndividual uospecified tmpurities NMT 0.10%, Total
Eppuritics NMT 2.0%. TeatsMothod: Assay - added

dtternste method (o Tead; “LCHO2VASKUSP)or
LCDOGE/AS(USENT)"

WWW Dealetod statemient
“Regulatory method (s current USP as amended™. Added
footnote: Report higher value of Methanol results by cither
method GC/4029RS82 or GC/2985/RS2. TesisMethod:
Speoific Rotation — Added “(Ankydrous, solvent free
bagig)"to be consistent with USP monograph.
Testa/Method: Polymorph Identificstion — Added testing
fhoitity information,

1442
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Cactavis RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycedone Hydrochloride USP (Fine Grade) (Next Generation)
Ne.: RM121173-09 ' Pagedofd
Revision | Effective Updates CR Ref
No. Date | No
7 Testa/Methods: W‘WWW&
“Chromatographic
Purity 1 (1.C/2985/RC?Y) and Chromatographio purity 2
LC/4029RC6; added alternate meiliod to
purity 2 to read “LCAHO29/RCS or LCAOIIT/RC2(TY" and
“LC/2983/RC! or LCADIVI/RCHT)". Changad:nasne of
specified related compounds and specification limite to be
consistent with raw material specifications KM120066(T)-06
and AP suppliers specificetions: from 14K-Codeinone
NMT 0.001% to “i4-Hydraxyoodsinons. Hydrochloride NMT
0.001%"; from N-oxide NMT 0.15% to “Oxycorone N-axide
NMT 0.10%"; from 1H-Oxycodone NMT 0.15% to “J- ‘
MWMMD’"" from H-codsine NMT
RM121173- 0.50% 10 *7,8-Dikydro-14-hydroxycodsine (6-alpha :
09 Current NMT 0.229%"; froim DE-codeinons NMT 0.50% 1442
cont'd to “7.8-Dikydro-8 beta, 1

Sudijgpdroxycodsainone NMT
0.10%"; from Exhiylenolato NMT 0.15% to “Oxycodone
ethylanclate NMT 0.1096"; from 7-Methyloxyoodone HC)
NMT 0.15% to “7-Methyl-Oxycodons Hydrochioride NMT
0.10%" :from single largest unknown impurity NMT 0.10%

to “Individual Urspeoified fmpurity NMT 0.10%":from Total
d Ingpurities”. |

Impurities to “Toial of all Related

' Replaced note; “Regulatory method is the

Purlly sest in curvent USP as amendut” with *,

method Iz currext USP ax emended for 7,8-Dikydiro-14-
mmwmrmm
HM-dikydraxycodeinone ™.

Deleted Testing Facility Pravalere Life Scienoes from the
last of the ,
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e el mnie RAW MATERIAL SPECIFICATION
RAWMATERIAL WME&WPMGM}
No..mmmn ' mm. -Paplau
Manufactorer: - Mannihcun'erlnt#'
Q-mmm-um Nonmw,lne.flnhnmmm _ ,

' THBMM. spaduuﬂm _ leju © References
| Visual White to off-white

' cxymllmﬁpowdu
Ref:
Chem:
oxd:
Tdentification Test Date:
. IA) *Coment USP,as .?Melﬁngrmgezlg"c-
ameaded 223°C, range not to Ref:
USP 41> excead 2°C.
Chem:
Ck'd:
#B)Cutrent USP as “The IR spectrum of the  {Pest Dase:
amended, ‘'sample exhibits maxima ‘
USP <197K> only at the same :
' wavelength as that of a Ref:
-similar preparation of
the standard.
Chem:
Ck'd:

Confidential TEVA_OK_05055628
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“ wrat i RAW MATERIAL SPECIFICATION
RAW MATERIAL: Oxycodone Hydrochloride, USP (Next Generation)
No.: RMI20066(T)-10 Recelving: Page 2 of 8
TestsMethods Specifieations Results References
t Assay ' Test Date:
USP (Method #
LC/0G6/AS(USPKT) 97.5% t0 102.5% of
7 Oxycodone Ref:
Hydrochloride,
{ calenlated on snhydrous,
solvent free basis. Chem:
Record the assay on the
as-is basis.
Cx'd:
* Inorganic Impurities: Test Date:
Residue on Ignition NMT 0.05%
| Current USP es amended Ref.
281>
{(See USP monograph for .
instructions) | e
Ck'd;
Procedure 13
Limit of Alcohol
Accept supplier Test Dae:
Current USP a5 amended | Sertification that ethano!
is not used
[For Norameo] Ref:
i-house Methoa S
GC/2879/RS Ethanol - NMT 0.5% Chem:
[For Johnson Matthey] | 5000 PPM)
' Methanol - NMT 0.1% Ck'd:
(1000 ppm)

TEVA_OK_05055629
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G actavis
e RAWMATERIAL SPECIEICATION
RAWMATERIAI» o:;mnmw (NettGumﬂnﬂ)
Nn.. nmzomm-m Rmdvin;. |Page3of8
Vdaﬂle Process Test Date:
}in-house method | Byl ether - NMT |
GC/2879RS 0.05% (00 ppm) Ref:
- Clﬂnmhane NMT
- : Ck'&
4 Organic Impurities | NMT 0.15% Test Date:
Procedure 2;: Fmpurities | Oxymorphone : .
NMT 0.15%
In-honse Method Noroxymorphone Ref:
LCADG/AS(USEXT) NMT 0.15% _
10-hydroxyoxycodone Chem:
NMT 0.15%
Hydtm _ i
NMT 0.25% Do not repout these
6 Oxycodol (7,8 | individual impurity
Dihydro-14- | resalts. Referto
Purity 1B and 2B
methods for - .
INMT0.10% | repostable results.
" {7.8-Dihydro-8p, 14- | Perceit values from
| dihydroxycodeinone | thesa methods are to
beineluded in ﬂ:le
NMT 0.10%
Individual Unspecified
Topurity
NMT 1.0%
Total Impurities

TEVA_OK_05055630
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RAW MATERIAL SPWICA‘HON

mwmmmm oqmmnymmae,mrmmcmmm

»l'mhfs .
* Chloride Content | Test Date:
Corvent USP as amended {9.8% - 104%,
' {on anhydrous, solvent-
free basia) Ref
| chorm:
(.
| * Specific Rotation " { Test Date:
Carrent USP as smended | Between -137° and
<B1S> -149° (Anhydrous,
solvent-free basis) Ref:
(Se:USPmogmpbfor
instroctions) 1Chem:
"(.'k’d:
|t Water Determination | » Test Date:
Currcot USP & amended [30%07.0%. ~
<921>, MethodT | (Ncrameo specification) | Ref:
Chem:
NMT 7.0 %
(Johnson Matthey Ck'd:
| specification)

TEVA_OK_05055631
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et RAW ma'mm. SPECIFICAT!ON
RAWMATML: nymﬁmcﬂydmdﬂoﬁde.woqm(?mnﬂw)
|No.: MW(T)-IO 'Reueiv_lng: ' MSM‘S
| 'raumm Speeiﬁeaﬁlms Resalts _ nm
' NMT 3000 ppm ‘
!n-l{ousemeﬂ:od# Metbanol
NM'rsmﬂppm
| (Ror Norameo Ouly) | 2-Propeanol -
Test Date:
Chmliugrlphi_c _
- , NMT 0.001% Ref
In-house Method ld—Hydmxyoodanone )
| (In-heuse requirement o
!orNolum] Cx'd:
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Confidential

f-&

s e i RAW MATERIAL smcmcmon
RAW MA’I’ERIAL O:ywdme Eydmehledde. usP (Next Generatlon)
Nu.: RMIMG(T)-IO | Recelving: Page é ots
;ﬂw o 010% ,-'I'estmm:
Tn-house Mithod Oxycodine N-m:ide :
IHOIWIRQ('I') Ref:
NMT 0.10% ,
# Regulatory method is 7-Methyl-Oxycodone -
Current USP as amended for | Bydrochiloride Chen:
78 Dihydro-14- ‘
hydroxycodeine (6@ | NMT0.25% - "o,
8p.14-dihydicxycodéinane hydroxycodeine
(Otbor impuities are in- ;‘:TU:’IO%“M
house requirements
) _ 7.8-%8#,1#
[For Norameo Ouly]  [oooroRycodeinone
NMT 0.10%: _
Impurity
NMT 1.0%
‘Total mparities
Chroma hc | Test Date:
_ I NMT 0.001% | Ret:
To-house Method 14-Hydroxycodsinone :
|LC2879RC
Chem
fIn-house reqnirem:t )
‘|for Johnson Maithey] | x'a:
NMT 0.001% '
}| Codeinone
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Thwnd: sl sridaens:

A6

RAW MATERIAL SPECIFICATION

' RAWMATERIAL. Oxymdmﬂﬂmchlmwmmwm)

_ Plp?ofs -

No.. mmssm-m ‘| Recelving:
‘Tests/Metbods -spacmm " Results  Referenees
|4 Coromatographie  INMT0.10% [ Test Dee:
Purity 2B Oxycodone N-oxide |
In-house Method -
i NMT 0.15%
LCPOIYT/RCAT). (7.8 Dihyero-14- Ref: |
| ¢ Regnlstory method is (G-c:Oxymdnl) Chiem:
-Ditiydro-14-
it Ga 7.8 Dikydro-85,14-
oxycodal) and 7.8-Dihydro- Moxywddnme Ck'd:
86, 14-dikydroxycodeinone NMT 0.10% Codeine
(Other impurities are in- | NMT 0.10% Thebaine
Bouse requirements) I NMT0.10%
. | Individual
[Foe Johnson Mat vidual Unspecified
) NMT 0.50%
Toial Impurities
£ ] ' .
o riele Blae Dy NMT Tpm | Test Datex
LD/2985/S + NMT 30 pm
Dy MT30 1 emn:
Dig: NMT 110 pm e
* X-Ray Powder | Test Date:
Diffract .
- | In-house Method Conforms to Form B
- . following istinct peaks
(In-lwuscm_qmremem} (0.2 28
_ | Chem:
Testing Facility: 83°20
ICON Development |10 29
Solutions LLC 120020 Ck'd
One Halsey Road 16.2°28
Whitesboro, NY 13492 |19:1°26.
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Cactavis
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RAW MATERIAL SPECIFICATION

RAWMATERIAL- WHMMUSPMM)

No.. RMMS(I)-ID

l’apSols

Tuwm | smmmm

'Mndhmﬂmbnt

{ [Por Johnson Mistthey
| omtyl

JTn-house miethod
ICP/2879/PAL.

Metrics Joc.
1240 Sugg Parkway
Greenville, NC 27834

NMT 0.005% W/W

| Test Date:

Ref:

Meeis-Specifications

One (1) year.

'I'Tutcnqnhvedhrrmg

Amqtmppﬂu‘smﬂuhmmmmhqwmm

e APPROVED

BY:

NOT APPROVED

DATE:

FOR INFORMATION
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RAW MATERTIAL SPECIFICATION

RAWMATEEIAL: Oxywdmﬂmommmmﬁmunﬂm)

Ne.s RM120066(T)-10

Pagelofd

SUMMAKY OF UPDATES

Effective

Updates

RM120066(T)-01

nmmofmmuc@wmmm#

_ 1RM-0197-00.

CR Ref
No
796

110708

*m:Mﬂm‘ 11/13/08.

For X-Ray Powder Diffraction testing change the
h-hmx!omwame&odmﬁeln—bmﬂeﬂmd
XRIV4QIVID.

801

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

Purity: changed refesenced

| Clwomatographic

smethods to LCAO19T/RCIQUSPYT),
LCO197/RCMUSPXT) and: lBIZDSSIRCS
' Particle Size Distribution; changed referenced

method to LD/2985/PS.

RMI20066(T)-04

818

‘| Revised to harmotize with Totows spec
| RMO197-02:

1. Ydentification A — remove Clazs I from USP
<141
2. Assay - remwe (C;anNO;.Ha) ﬂ'um

3. Chmmgaplﬁc Purity — Two methods
LCO197/RC (USPXT) and
LCOI$T/RCIUSPXT) heve been merged
into 2 new method, LC/O197/RC2(T). Add
lests for I-Hydroxyoxycodone, 7-Methryl-
Oxycodone Hydrochlaride, 7,8-Dihydro-14-
trydroxycodeine, 7 B-Dihgn!m-s,ltt-
dihydroxycodeincne and Oxycodone

- Bthylenolate. Change Total bnpurities limits
to NMT 2.00%.

4, DelmmfwBquDenntyaBdW

Density.
3. Add I..umtanlcohol test,

RM120066(T)-05 | 12716009

| Changed font from Trebchel MS to Times New

Roman size 12
AssamianderSpeﬂﬁcahonsaddmg"Rwordme

assaymtheas-isbms

1147

Confidential
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RAWMATERIAL SFEC]I'ICA’HON

RAWM&TERIAL- mﬂmwmm]

No: mmsm-m

| rmzou

Dste

=

RM120066(T)-06

1103/10

: memdmmgaammﬂeumraa-

NF 28 Oxycodone Hydrochloride ISP Monograph
Maﬂhuialchanw
USP monograph mclmnflnmm:c and

| Orgasic impuiﬂcs introduced.

Organiclmpnnﬁes.hocedmzmmddedm

- | specification. Six USP Monograph keown -

impuritics added with specifications, individual

junspecified and total impurities,

| Poctnote for 6-3 Oxycodal and 7,8-Dihydro-8,14-
_ dihydrmymdemomaddedinctgmﬁchnpunm

Procedure 2 section that resnlis for the two -
imparities will be determined as per filed in hoose
methad LCOI97TRCAT)
Pm:ousChmmanmhicPunty section divided
}into Chrometographic Purity 1 and
Chromatographic Purity 2,
Specifications for Chromatographic Purity known
impurities sro chariged as follows

NMT 0:15% Oxycodone N-oxide toNMTO.lOib
NMTO0. 15% “7-Methyl-Oxycodone Hydmd:loride to

NMT0.10%

NMT 0.50%.7 E-Dihydm-M-hydmxycodcine o
NMT0.25%

- | NMT 0.25% 1-Hydroxyoxycodone to NMT 0.10% -

NMT 0.25% Oxycodone Ethylenolate io NMT
0.10%
Added the B symbol to NMT 0.10%

7.8-Dilrydro-8,14-dihydroxycodeinone
Added (USP) to method LCAO66/AS(T)

137
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Worl qrruel o one

H &

RAW MATERIAL SPECIFICATION

RAWMATERIAL: Oxycodone Hydrockloride, USP (Next Generation)

No.: RM120866(T)-10

Pagedof 4

Revision No.

Titfective |

Date

RM120066(T)-07

0401/11 |

Assay Testing: change specification Bmit from
“97.0% to 103.0%" to “97.5% to 102.5%”.

Organic Impurities Procedure 2: change the Total
WWMMWw

X-Rey Powder Diffraction: - changs testing facility
nams fror “Prevelere Life Sciences™ w0 “ICON
Development Solutions LLC™

RM120066(T)-P

N/A

1482

Johnson Matthey included into Qualified
Organic Impurities Procedure 1, Limit of Alcohol:
[Current USF as ameaded], specified for Noramco.
An in-house method GC/4029/RS2 and
manufactirer's Umit of NMT 0.5% included for
Johnson Matthey.

Organic Impurities Procedure 2, Impurities: A note
incinded to refer to Chromstographic Parity 1B and
2B methods for repostable results of 6-0¢ Oxycodol
(1, 8-Dibyiro-14-hydroxycodeine) and 7,8-
Dihydro-8§, 14-dih;

‘Water Determination: Johnson Matthey
specification of NMT 7.0% inciunded,

Residual Solvmts.'l‘utmqnhunentspeclﬂedfu'
Noramco material only.

Chromatographic Purity 1 and 2 renombered as 1A
and 1B end these tests requirement is specified for
Noramco material,

New tests of chyomatographic purity 2A and 2B
included with their method number and these tssts
requirement is specified for Johnson Matthey
material.
Q'gamchnpmuesmmmlhnpurlﬂa
Chromatographic Purity 1B and Clromatographic

‘Purity 2B tests are identified as requirement for

m
XRDapndﬁmuonfnmuchmpdmmcmdeXRD

- Ipeaks,

1530

RM120066(T)-P1

N/A

Changs the particie size method from LD/2985/PS- |

P to LD/2985/PS.

1634
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RAW MATERIAL SPECIFICATION

RAW MATERIAL: Oxycodone Hydrochlaride, USP (Next Generation)

No.: RMI2006&(T)-10

Pege d ol 4

Revision No,

Eifective

Date

| i

RM120066(T)-F2

=

N/A

Palladinm Content test added for Johmson Matthey
material.

Limit of Alcobol test inclnded from Johnson
Miutthey

Method rumber tpdated from GC/4029/RS2 w0
GC/2879/RS

'Volatile Process Imputities test included for
Johnson Maithey.

1641

RMI20066(T)-P3

N/A

‘Updated Actavis logp.

Removed Norameo’s old generation impurilies (1-
hydroxyoxycodone and Oxycodone Ethyleaniste),
from Chromatographic Purity 1B, as per FDA's
request.

. 1900

RM120066(T)-08

0801/11

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

Impurities,

Formastting.

1570

RMI20066(T)-09

02/08/13

Add (Next Oeperation) to idle of RM.
Indicate the suppliers resalts can be accepted from
Norameo, Inc. Wilmington site only.

Remove “P designation from Chromaiographic
Purity 1B and 28 mm'ommczm

1964

RM120066(T)-10

Organic Imparitics section:
Change nots in Results.column to *.. Percent valnes
ﬁnmﬂmmeﬂ:odsmwbeinclndedh&}e'runl

Empurities",

2093
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W_DMC:;T B | iy U

Material / Prodoct:

Hydrocodoue Bitartrate
Oxycodone HCL, USP

Morphine Sulfete -

Oxymesphone .
Hydromorphone Hydrochloride
SAPNo.: N/A

. Mat™). Specification Docment No.: N/A

 Doc. Ver, VA

*Service Provided: NJA

~#Required for Contract Laboratory
The attachad signed decuments serve as & Quality Agremment hetween both companies.

. Printed On: 13-Mar-2015 10:40:58 EIYT Confidential
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Quality Agreement
Watson Laboratories, Inc.
And

Noramco, Inc.

March 2014
Version:1.0

Printed On:  13-Mar-2015 10:40:53 EDT Confidential
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07064, USA and Noramce, Inc.

. QUALITY AGREEMENT
FOR ACTIVE PHARMACEUTICAL INGREDIENT
Agresment {Agreemnent’} ls entersd into elfective as of the Inet date of signature
m-hwmmwm Inc. ("Watsor™), with

Laborstories, oorporate
onts Corporate Conter I, MMPM Parsippany, New Jeresy
("Noramoo™), with offices at 500 Swedas Landing Road,

Vimington, DE 19803 snd 1440 Clympic Drive, Athans, GA 50801 with regard %o sl produci(s)
puschesed by Watson fram Norsmeo (individualy and collectively referrad to herein ae *AP").

NOW, THEREFORE, the pertiss harsby agree ne follows:

1.
11,

12

13

14.

1.6

1.8.

17

1.8

18

1.10. Noramc shall use

Noramoo shell manufaciure the AF! at s plant o6 delalied n the Drug Mastsr File (DMF)
or Cartificate of Sulahiity (CEP) ss applicable for asch and avery applicabla APL.

Noramco shall not use of transiet st @ later date sny of the manufechaing or tesling
oparalions for the AP o third partiss or other sttes withaut prior notiioation 1o Waeteon of

any such proposad change so that Watson may make sy required reguistory filings and
0 prevent any metarfal adverse affect on Watsar's businass.

Noramco shalf take sl aofions t0 qualify (mnd theresfier malntain qusiilication of) the
fao¥ities af which such manufacturing takes piace, and shall ensure that squipmant for
manuacturing and instruments for testing are in compliatce with the atrrent spplicsbls
reguiations and guidence documents.

Norainco shall take s actions 1 comply with the rost current version of the ICH
Guidalinos pertaining to Active Pharmecsical ingredient (AF]) manufschuring,
spaclically ICH Q7A, Good Manufaotuting Praciios Guiislnes for Aciive Pharmacectical
Ingredisnts.

m“mmmmmmnmw
provided Wateon hes nofifled Noramco of such reuirements and regulations.

Norsmca is responsibie for spproving ol suppliers of staring materiels and sl suppiiors of
nisrmediastes,

mmm-mwmnmdmmw
intormadistes used In the manuiaciure of the APL It is recommendied that Noramoo sudit
their suppliars of oritical starfing materisls and auppliers of crilical intermadinies.

Each AP{ shal be manufactured in accordanos with the apaciSoations as sgresd upon by
the Parties in wrtting.

WMMMMhMWWWWh
wiiting Lelween the Parties, exoept for compandial changes, or spacifiostion fightening. In
mmmmmwﬁmm!mhunnmdmuﬁr

mmummwdmmm
mmwmmm the apbligsbie DIF or Certificate of

Noramoo-13
Rew. 2.0 Pege 10817
Printed On: 13-Mar-2015 10:40:53 EDT Confidential
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Sul7205Nabilty (CEP) a5 appicabie and sny other tost requirement(s) which has been
mutualy agreed between Noramco and Watson Quality Depariment.

4,41, Noramco shall use e estabiished cOMP sysiems for wvshmton, approval and
maintsnancs of all sub-ooniractnd services with & oGMP impact o AP! manulactined,

2. CERTIFICATE OF ANALYI |
21, mmm-wmammmﬂamu :
appicable) with ssch shipment of AP| Ssting the sctual beich eralylical test results

obtainad with coalirmation that the resuls have been reviewad and apprevad by Noremco
Quality Assurence.
22 The Certifloate shall includa;
22.1. Name ol APl
2422, Batch number
223. Reforence ko the agreed specification (DMF, Ph.Eur., USP, otd)
224. DOnieof manufacture
22.5. Relestdste or Expiration Date
22.8. Nama of each test performed
227. Acceptancs fimdts }
. ) 228. Numerios! or taxt results of each test.

2.3, The name, address and telephons number of the menufseturing foostion shall appsar on
esach Oerfificate and it shell ba signed by authorizad parsonnal.

24. mmwmhmdmmmmmm mamsaciured
in socordance with cGMPs.

3. APIACCEPTANCEREJECTION

3.1. Waison shall lest aach deilvery of APl sccording to mutually sgreed upon speaifioation or
follow Intemnal approvad prooediss for abbrevisied testing.

3.2, APIthet falls io meet accaptance cviterta will be rejected. Watsen will neiily Noramoe, in
writing, the reason for e rejection.

38 mmwmdmmmmwmmmm

34, hhmdwmmmh.thbdmbym-ﬁﬁhm
und regults obtained will be considered final,

4. STABIUTY

4.1. Noramco shall have a dooumented on-going tesiing program designed to monitor the
mmunmmmmmmm

£80€-NRIIX-SQ

Noremoo-13
Rw. 20 Poge 20f 17

Printed On: 13-Man-2016 10:40:53 EDT Confidentiel
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4.3

44,

&1,

5.2,
83,

61

82

|
|
|
|
|
|

mmummmmuwbmmmmm

€80e-WidX-sa

and expiry andior retest dxte.

m‘mmmmmmma .mmm

relating to s baichas of API sant 10 'that ooour bafons the opy or

releet date. Written notification shall Le provided o Waison oly ¥ the AP fslis 0

mee! ks axpiration or retest date.

The staby ansiytioal tast mathod shall be validaled and siabiitty ndicsting. |
EXPIRATION/RETEST DATE 1
The expiry andlor ratest dete shell be on date dertvad from stabilty shuies i f
sontainers that simuiste the packaging or smail-sosée packaging of similer or |
identical material compoalion. i |
mmmmmu*mwmmm

Noramco shall rotfy Watson. o any changes 10 the ssaigned sxpiration/ i
etaet date during the ia of W APL | ‘
DOCUMERTATION |

Nwmdﬂh.mpuuhhhb&n-mwhumﬂmdm
wmﬁmmmwmmmmmmm
including;

8.1.1. Batoh records \

8.1.2. Inprocess results '1

813 Lsborstory ieslingrecords |

8.1.4. Equpment usages 1

8.1.5. Raw material invaniory

Noramco shaki docurnent ol devistions tha menulacturing process and/or fosting of
the AP! In the baich records or teating X

Noramoo shall malniain originel dooumantstion for esah batch scoording to is standard

tecord rebarsiion procedives Int in Tvarlmhulhanm after S supiration
dute of the batoh. o your

For APla with ratest detés, m-uhwhmucummmn
betch is compistely digtibuled

mmmumuﬁmmwmmmmm
VWatson, Lpon reguest. |

REGULATORY INSPECTION 'g

. Noramoo shal mmmmmummmmmmuuu

hmummmwwdmmmammnm

|

Noramon-13 |-
Rav. 20 Page 3 of 17

|
|
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7.2

1.3

8
at

8.3,

83

1Q.
10.1.

".

Noramao shall inform Watson, within thres {3) busingss days, of sny Ragulatory
Inspaction that relstas 1o the manufaciuny of any betchas of AP1 supplied 1o Walwon,
Noramco shal provide Watson with & report on the inspection oulooms, upon request.

Noremco shafl advise Watson In of any reguiatory complisnce issuss, Including,
but not mited to, the recsipt of a lotier, any responses or notices such s 8
FDA Form 483 ar a Waning letinr recelvad rom any appiicable suthorites,
with respect to Noramao's manufackuring, peckaging, testing or storsge of the AP, which
reinle to or may adverssly impac production of the AP, Aldounutmhm
a8 naaded.

AUDITS

Noramoo sheit allow Watson io conduct & facillly sl compllence SR, upon prior willen
notiffoation, for the purposs of reviewing Norameo menufschaing and coniro! systems
usad to produce the APIL.

oGz that o reatonably 'T‘d‘;'f':‘m’"z. m"""’o}""'m" oejam o
occis
Wrteon {e.9., Warning Letters, product recalls,

mhqwmmmmwnmmm&mw
makinin undar this Agresment, snd any of the faclilties of Norames isad in e
manufaciure, teefing, packeging or storage of the AP,

Walson aueiita will bs mainisined in conlidence, and will be macie available only to
compelert regulstory sithories (upon request 6.g., EMEA, MRA, end QF) or where
otharwise legally cbiigated, _

RESERVED/RETAINED SAMPLES

. Noramco shal reserve snd relsén a sulicent quantity of the APt batch to conduct at lesst
prodadures.

two full specification tasting

{danified reessve sampies shouid he reiained for one yaly after e exphty -

Approgrisiely

date of the bxich sesigned by Norsenoo of for three yaars after the distribution of the
batoly, whichever is the ionger. For APls with relest cales retein samples shouid be
retairiad for threu years after the compiate distribution of the badeh,

Reserved samplis shall be siored in the seme packeging systam or equivelent scaie to
the packaging system usad to ship 1o Watson.

INVESTIGATIONS | |
Noramco shall be responaible for and use commarcially ressonable efforts In investigating

mum«wmmwwmwm Norameo

&m-mm , which must bs approved by Norameo's Qumilty

VALIDATIONS

11.1. Noramoo shall snsure that the manulsobiing procees is validated before any routine

prociuction oan start. The vaikiation should ansure thet the process is capable of
conaistenty schisving the applicable AP scceptance spacifications.

Noramen-13
Rev. 2.0 Poge 4 of 17
Printad On: 13-Mar-2015 10:40:53 EDT Confidarntial
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11:2, Norameo shall ansure that the analyical test methods usad 1o tost the manufactixing
process are validated.

11.3. Noramco shell ensure that squipmant-cieaning procadunes and isborsiory test methods
are validsiad, .

11.4. A vaiidation protocol should descrive;
11.4.1. The squipment 1o be clesned
1142 Procecures
11.4.3, Muterisls
11.4.4. Acoeptable cleening leveis
11.4.5. Perameiors 1o be monitored and controled
11.4:8 Aneiytionl matheds

11.5. Norameo ehall ensure thet any related GMP compuler sysiam usad for the manufacturing
and control of the AP is validetad.

11.a.m systems and electronic racords muat comply with applicable regretory
onis (e.g., Section 8.4 of ICH QT 21CFR Part 11, EwdsslLex Vol. 4 Annex 11),

12, REPRL SED | REWORKED AP

12.1. Noramoo shell enaure that any reprocsssing of AP i documentad,
mpproved Mmmﬁhw.mhmwm.

12.1.1. "Reprocessing® is defined for ptrposas hereof 84 subjecting maberia! fo a repeat of

the original manufacturing procsdure tha! is inchuded in the manufachuing process
in the appiioabie DMF.

12.2. The fist batch manufaciursd under a new reprocess shoukd be included in the ongalng
stabilty progrem requirsd hareunder.

12.8. Noramco shall not suppty rewarked AP1 o Walson.

12.3.1. "Reworking” is delined for purposss harso! as subjeciing meerial to non-original
mmm

13. PACKAQOMGHIPPING

18.1. Noramco shafl snsune the APt is packeged In scoordance with the packing: mudoriel that
complies with the specificalion conteinad within the spplicable filng.

12.2. Noramco shal msks commercially ressonshily afforts to ensurs that, during peckeaging,
storage, and ehipping of the AP, thers is no passibilty of deterioration, contaminstion, or
mix up with-any othar matesial.

13.3. H products manufectured under this agresment ere shipped to Watsan on wooden pelisls,
thass must not be chemically treaied or contain wood trasted with preservetives.
Noramco will usa only heai-ireated pallets that are In campliance with ISPM Ne. 15.

Normamoo-13
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13.4. Norsmco shall, upon Walsor's request provide information perisining to the supply oheln
of tha AP1 from manufecturer warshouse 10 receipt by Welon facliity whare the
raaponsibiity is transferred i Wateon,

14. CHANGE CONTROL

14.1. Noramco sheil have » documentsd and affective change control system in place.

Norameo shall notily Watson on a common emall addmess; gpivariations@sctayis.com of
any significent chatges from setablished production and process control procadures that
thMdhmﬂdMuﬂwmqummtoh

14.2. Noramnao. shell iot make sry modifications or changes to the DMF or APY, which oould
mm&muummmmmnm without
first advising Wateon In dhmpuldm The proposed change nolificetion
should. inelude but not ba fim
14.2.1. The manufagiuring process
14.2.2. Arwiytical methods and speciiications
14.2.3. AP} starfing metarial vendom

14.2.4. 8¥e of monuinchure

14.3, Waison and Noramoo shall mutuslly agree upon & schadule and, if necessary,
wmhmmmhﬂnMdm

3. RECALL

18.1. mmmmummumhmbMamm
corraction, markat withdraws!, stock recovary, or other similar action with respect b
Wrtson's finished drug product eondeining Noramco's APY, Noremeo snd Walson shall
consull with each other ss to how best to proossd.

152, The final decision a3 to any recall of any Wiiwon's finshad drug product shiall bs made by

10. COMPLAINTS
16.1. Norameco shall have a wititen procaduna for the investigetion of quality-ralaind complsinta,

162, Noramoco shall respond to Watson within: 30 calendar deys from the date of submitial of

tha complasint by Watson. The respones shell inciude the conclusions driven by the

investigetion and the comectiveipreventive aclions defined.
Norsmeo-18
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1u:nu-mmmmmummaommummﬁ
mmmmhm -

16.4. mmmmmmm«umw«auhm
avalizhle to anslet in the investigetion of Noremco {as appropriate),

18,5. Noremco will inform Wiatson § any received complaint could aleo have a serious krpact on
betches supplied t0 Wateon .., i1 oomplainl consttutes & polntiel risk o patients'
health or sefety).

168, mmmmmﬁmummmupmm
and 1o promplly notlly imy defiect of shortage remain uhalffectsd.

17. PRODUCT GUALITY REVIEW

17.1. Norsmoo sha¥l conduct and docunent & quaiity review of the AP1 annually.  The product
quallty review for the AP| shall be avalabis for on-slie review by Walson,

17.2. On an annusl besis, when requested by YWatson, Noremoo shall provide Watson with a
siatement regarding the BSE/TEE stetus of the APL.

18. REGULATORY DOCUMENTS

18.1. Noramco 1s responelbie for preparation, submission and muintonsnoe of the spproprisie
fagistretion documents for the AP1 (i.e. dossier for CEP, DMF, or aquivaient).

18.3. Upon wiiten request, Norameo shall aliow Watson o refer to Norameo's ragiatration
dooumenis for tha AP, in order to support Witsan® Marksting Authorization
for firishad drug product made from AP,

18.4. Notamoo shel provide crenl information on the AP{ 0 Wailson, as reasonsbly
requesied, for subrmission of any regulstory dossier for finlshed drug product made from
APl by Watson, Such informafion will inciude alther sccess to CEP (Including the
sppropriats stablity data for the API, i no retest dete Is dalinad in the CER), or epplicants
part to DMF, or equivelent.

mmwmuwe@.wwqmmm
19. TRANNG ' )

10.1. GMP fraining shail ba conducied for those individuals who are invoived in the

manufaciuring, festing, peckaging, and disiibution of the APL. The training shall bs
mmu?uuumwm

20. TERMINATION
20.1. Quallly Agreement shall bacome effediive and binding upon the date of the inal signeture

and shall remsin in affect unill 2 yeers after the et delivery of the Product by Noramoo to
Walnon. .
Noramoo-13
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the other Party.

21. KEY REBPONBIBLITIES

Ragulatory Compllance

1. Adhare b approved documentation (Marketing
mmﬂmmm.m X

2 mmmm.um
3. Malnsining she master file, ns apploable :
4. Inform on significant changes

[ and malitain dooumenis for the
o e

0. Submiiiing notificaions/sppilcations 10 authortties for
updeting of exiating requiatory tHings | X
mmm&mmmmlmmmm
Responaibilities Watson
7. Sefling specifications for AP}, materials and infermediates
8 Purchasing malerials soconding to specifications
. a Guetiying and monitwing matetal suppiees
smmm—iummm-swm
11, Generating snd approving Master Batch Procedure/Recond
12. Manufacturing APt MMWMM
tung =

13. Performing biich recons review

44. Assigning batch mumbers

15. Sampiing, tasting, snd relsasing of Intormodistes and AP1
18. Performing in Process Conirols

17. Siofing retention sampies

6. Dooumenting ail davietcrs, Ivestiating 008 end ciion

19. Maintsining (ceriified) referante standards

20. Purchasing and Testing of Packaging Materlal

21. Laballing, Labe! Printing and Labal Reconclistion:
Btorage and Shipment

22. Binring AP{ uncior lsbelled condiiions b4

@
£908-WN4X-80

WM X
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Noramen.13 .
Rev, 2.0 Pege 80117

. Printed On: 13-Mar-2015 10:40:63 EDT Confidentiai

Confidential TEVA_OK_05055649



Confidential

23; Maintasining storage conditiana during tranapostation untli
agread trarsition poirt

£80E-NuIX-80

24, Provide Mulerial Saety Data Shests of squivaient

»

Documantetion

ReaponsihEiles

. ummmmmum

Shts)

25, Archiving the originel manufachuring snd coniral documents

2T. lsauing Cerifioste of Ansiyels

28, Preparing reparts o OOS, dritioal devietions

M OIXINIM| M

Bquipment Cleaning
© Responsibilities

Qualification / Valdation

Responsibilities

30. Quaitlying of squipmant, utities and fedlities

3.V the manufacturing procsss, ceaning procadures,
-mmmmmm

Stabiy

Responsibiities

34, Noy Waace mmaceltof sy chmges ot s

35. Watson within three businses daye of sy confirm:
' m:vmmuum MW%‘N“'
mmwmm

Responaibiiities

36. Condurst and document & qmﬁmdmm annually;
The prociuct quality review for the AFi shall be avalabls for on-
she reviow by Watson

7. On an annusl basis .
| n &n Mﬂmwm provide

Norarsce-13
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Compiaints snd Recsll

Respoasibiiites

ammwh fo document, investigets, and
respord to nuldpb. mnm
days from the dete of submiital of the complaint by Watson

39. implemeanting comeclive sctions, If necassary

41, Hinve prooeciures in to faciitate the recalt of an APl as
nacessary and mﬂfymmm ousiomars, or

42. Clarilying ot ceuse

43. Storing or disposing retumed prodict

%8 % |3

s
o Raswonakiy egerig ished ummtvmfﬂ

Sub-Contracting

umnmm

ﬁuuinhhnw for the auboonireciad activity,
which shsl be for on-sitn review by Watson

mnumnry Inspections

—_

ﬂmmmﬂryd iance lssuse

Form &"E‘m Glﬁl#m NE«
fauting, or storage of the baiches of AFI sent i A

Reaponsibifites

47. Waitson ahall provide prior sudt weitien noioation 1o NOrSTOo

n.mwnmwmum-mmmm

nmmmmmm
obpervations within 30 days from st orss
babtwean tha parties

50. Noramco shell issue o sl observalions
in the lesusd mxiit o Wateon Quaiity
Asauranoe M:ded el of the report or as agreed

Rev. 20 Page 10 of 17
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aumaﬂmmmmmm

Change Control ‘

“E?'?-m“ n?‘l:tun Mﬁwgﬂh b4

&mwmnmmmmuoamew
the DMF, GEPnrAPl. Mnﬂhﬁdhh X

Aﬁmm llhofm

65. Wastson and Noremco shall muluslly
mu-ﬂ.zmuy mm&lﬁnﬂm’w X X

| 22. MISCELLANEOUS
- 22.1. Amencnent,

. 22.11TH|Amtnnyuiyhmﬂadwmndﬂldhyamlm
. meeculed by both parties herek).

22.2. Assignment

22.2.1. This Agresment shal inure to the baneft of, and shall be binding upon each of, the

2.3. Sovenbiily

22.3.1. In the svant that any one or more of this Agreemert, or terms conbalined
herein shafi be dectared kwelid, Hepal or in any respact, the velidity

dmw mdmmmwhmw
224 SechonHeadings

22.A.1. The seolion headings oonisined In this Agreament are for referance purposes only
ang ahel not effect in ony wey the meaning or interpretation of this Agreement.

225, Counterparis
22.5.1. This Agreomant may be axecutsd in any number of saparsie counbarpists, sach of
MdﬂhMMhmmmMMmﬂmm
snd the same Instrurnent.
22.9, Confidentiality of this Agresment
Norameco-18
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22.8.1. Confidantially of this Agreement is coverad by sny Mutual Confidential Disclosure
Agresment sxecuted betwesn Wateon and Supplier thet is in sffect on the dale of
signing of this agreement or excuted during the term of this Quality Agresment.

iN WITNESS WHEREQF, the parfies hereio have sxecuiad this Agresment as st forth below.

WATSON LARORA g, INC. NORAMCO INC.
Name: _Sigribur Bin Name: Guro
Department Manager Dltm;iunlqr

- 24, des. 213 " owe el

Norsmeo-13
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Appendix 1 Change History
Apperciix 2 List of APla
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APPENDIX 1
CHANGE MISTORY

G0 |Newadon 78 Aug 20

1.0 - —
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APPENDIX 3

Lm:—g_‘LjM _ Normsmeo |

m D!r Giobal amiu
Tei: 881.281-7085
Emall; subastian bovelthwaison.com

i
Tl
5

mmmsf
@ W st e
13000 NW 2nd Strest, Bidg A, Surree R

Tal; 954.982-7B82
Emait pat.dstvanfwatson.com

Linda Savage

Associste Dirsotor, mcwm
wmm

13500 NW 2nd Strest, Bidg A, Suntise,

Rev. 1.0 Page 18 of 17
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“E;owmm
Gorona-US 'mth'ﬂ-m
T: BE1-403-4388

|
|
Cnality TeEhana Peliova I GURO |
Agreement | Actavis Opertions EOOD DIRECTOR OF QUALITY
. Quaiity Agreamanis 8peciafet NORAMCO :
28, Atanss Dukov 02-883-8486
1407 Sofis, Buigarin JGUROGITS.JNJ.COM
n;a:zmim .
.} E Mak gmgaiioveSacisvis b

Sigridor Elfn JonasdSit
Depattment Masnager
Giobal

ACTAVIS GROUP PTC si¥

Note: Updates to this appendix wilt ba executed vis sddendums, and do not require an update

10 or raviaion of the agresmant.
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® D

IN WITNESS WHEREOF, each of the parties set forth bolow hes execuied this Agreement,
acknowiledgss its terms and shall be catitled to the rights and obligations of Buyer hereander.

Sismﬂm:wm; e [ - % fM
Print Nane: ; Ag// z(;dc/
e S b famfzﬂw/ Title: -/ és/ B

Wm%
Signature:

Print Ni 774 Waﬂcq&q{aﬂa Prigt Neme: /5
Title: d///ﬂ f%éd/ﬁm&mxamﬂ 4 ﬁ{,é,//%maw“/

Print Name: / e//a.wﬂd/"ﬁ%<
Title: cf{f//')% ﬁo@(,&?’?{x@’

¢ T (2
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