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Delivered

Mutray Wﬂéon
Canadian Intellectual Property Office
Place du Portage I

50 Victotia St,, Room C-114
Gatineau, Quebee  K1A 0C9

Dear Mt, Wilson:

Re:  Application Pursuant to Section 21.04 of the Patenr Act and Canadian Letters Patent
Nos. 2,311,988, 2,070,230, 2,068,790, 2,286,126, 2,059,263, 2,009,637, 2,216,634, 2,105,487,
2,030,056

We ate counsel for Apotex Inc.

Please accept the attached application for filing with the Commissioner of Patents.
Yours very truly,

GOODMANS LLP

Pexn: /FW

H.B. Radomski
GOODMANS\\5486679.1
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SOLEMN OR STATUTORY DECLARATION UNDER PARAGRAPH 21.04(3)(c) OF THE
PATENT ACT

In the matter of an application by

Apotex Inc.
(name of applicant) for export to

Rwanda .
{(hame of country or WITO Member) of the following pharmaceutical product:

(a) if the pharmaceutical product is 2 drug as defined in section 2 of the Food and Drugs Act:

A fixed dose combination tablet of Jamiyudine (150 + nevirapine (200 + zidovudine (300 m,

as provided in Schedule 1 to the Patent Act

(name of the pharmaceutical product as set out in Schedule 1 to the Act and, if applicable, the
strength, dosage form and route of adminisiration of the pharmaceutical producf); or

{b) if the pharmacentical product is a medical device:

(name of the pharmaceutical product as set out in Schedide 1 to the Act, its class, and its
identifier within the meaning of section 1 of the Medical Devices Regulations),

1. The undezsigned Apotex I, (rame of applicant)
hereby declares, in accordance with paragraph 21.04(3)(c) of the Act, that on July 13, 2007
(date), being at least 30 days before the date of filing of the application for an authorization
mder section 21.04 of the Act, the undersigned

(a) sought from the patentee o, if there is more than one, from each of the patentees, namely,

Name of Patentee Name and Address of Patentee's Patent
: Representative or Address of Patentee Number
(a) | Glaxo Group Limited | RICHES, MCKENZIE & HERBERT LLFP 2,311,988,
' 2 Bloor Street Bast, Suite 1800 2,070,230,
. : “Téronto, Ontario M4W 3J5 2,068,790
(b) | Glaxo Group Limited | OGILVY RENAULT LLP | 2,286,126
Royal Bank Plaza, South Tower

200 Bay Street, Suite 3800, P.O. Box 84
Toronto, Ontario M5J 274

ey T Wellcaitie Foundation-| OGILVY.-RENAULT LLR _ =~ 2,216,634
Limited Royal Baok Plaza, South Tower ‘ © T 2105487 )
| 200 Bay Street, Suite 3800, P.O. Box 84
~ | Toronto, Ontaric MSJ2Z4 -
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Name of Patentee Name and Address of Patentee's Patent
Representative or Address of Patentee Number
(d) { Shire Biochem Inc. SMART & BIGGAR/FETHERSTONHAUGH | 2,059,263,
438 University Avenue 2,009,637
Suite 1500, Box 111
Toronto, Ontario M5G 2K8
(¢) | Boehringer Ingelheim | SMART & BIGGAR/ 2,030,056
Phammaceuticals, Inc.; | FETHERSTONHAUGH
Dr. Karl Thomae 438 University Avenue
1 Gesellschaft Mit Suite 1500, Box 111
Beschrankter Haftung | Toronto, Ontatio M5G 2K8
(namef(s) of the patentee(s}), by certified or registered mail addressed to
Name of Patentee Name and Address of Patentee's Patent
Representative or Address of Patentee Number
(a) | Glaxo Group Limited | RICHES, MCKENZIE & HERBERT LLP 2,311,988,
- | 2 Bloor Street East, Suite 1800 2,070,230,
Toronto, Ontario M4W 35 2,068,790
(b) | Glaxo Group Limited | OGILVY RENAULT LLP 2,286,126
Royal Bank Plaza, South Tower
200 Bay Street, Suite 3800, P.O. Box 84
. Toronto, Ontario M5J 224
(c} | Wellcome Foundation | OGILVY RENAULT LLP 2,216,634
Limited Royal Bank Plaza, South Tower 2,105,487
200 Bay Street, Suite 3800, P.0. Box 84
Toronto, Ontario M5T 224
(d) | Shire Biochem Inc. SMART & BIGGAR/FETHERSTONHAUGH | 2,059,263,
. 438 University Avenue 2,009,637
Suite 1500, Box 111
Toronto, Ontario M5G 2K8
(c) | Boehringer Ingelheim | SMART & BIGGAR/ 2,030,056
Pharmaceuticals, Inc.; | FETHERSTONHAUGH
Dr. Karl Thomae 438 University Avenue
Gesellschaft Mit Suite 1500, Box 111
Beschrankter Haftung | Toronto, Ontario MSG 2K8 ]

(name(s) and postal address(es) of the patentee(s) or the representative(s) of the patentee(s), if
any), a licence to manufacture and sell the pharmaceuitical product for export to the country or
WTO Member named in the application on reasonable terms and conditions and that such

efforts have not been successful; and ' ,

. (b) provided the patentee, or each of the patentees, as the case may be, by cextified or
registered mail, in the written request for-a licence, with the information that is in all material ‘

-respects identical to the information required under paragraphs 21.04(2)(a) to (g) of the Act.
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2. The name, postal address and telephone number of the undersigned are as follows:

otex Inc,, c/0 Bruce D. Clark Ph.D., Vice-President, R ical Affai

150 Signet Drive

Toronto, ON MOIL 1T9

Tel: (416) 749-93Q0 : (416) 401-3835

Dated at Toronto, the 28 a day of August, 2007,

2 (fohs Hems for B.Clavk)

Signature of applicant @MM@M U“D/# I XP{’ZWME&)—?

GOODMANSW\5481762.1
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Canfidentivlity Mestage
“This euoatarnication scnt by facaimilo s opufdential, mey be privileged and Iy intrnded for the stclusive use of the addseasco, Any other
person Je striztly prohibited Grom disclosing, aistriboting of repgodueing it. Ifhe addressat catnot br reacked ar is unknown to you, pless=
desttoy thig messuge and sll copics, Thenke you. )
Nutnber of pages including this cover shest: L]
Dais: Auguzt 3, 2007
From; Patrivk E. Kierans
Telephone: (416) 216-3904
Direct Fax: (416) 216-3930
B-Mail: plierans@ogilvyreneylt.com
To Company - City Phope Fax
H.B. Redomsid Goodmans LLP (416) 979-2211 (416) 979-1234
Message
Barvisters & Solieitary, Suilé 3800 © Telephone (416) 318<000 oxilvyrsenitoon
Povem Apenty & Trade-mack Agonty Royal BaykPlam, South Tows - Kax [416) 2163930
200 Bay Sireal
PO Box M
Toromw, Ontartn M51 124
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Toronto, August 8, 2007
BY FACSIMILE
H.B. Radomski
Goodmang LLP
Barristers & Solicitors
250 Yonge Street, Suite 2400
Toronte, Ontario M5B 2M6
Dear NMr. Radomeki,
RE;  Apotex Proposal for Humanitarian Export to Rwnnda of HIV Drugs
We refer to your letter of '.Tuly 13, 2007 advising of Apotex’s proposal pirsuant to section 21.04
of the Patent Agi to provide an HIV fixed dose combination to Rwanda, You refer to patents
owned by our clients, Glaxo Group Limited and The Wellcome Foutidation Limited (“Glaxo™).
Mizister of Health Appraval of the Apotex FQC '
‘We assume that the Minister of Health hag taken responsibility to detertnine whether the Apotex
FDC 18 safe and efficacious. Glaxo does not market o fixed dose combination of zidovudine,
lamivudine and nevirapine. Accordingly, Glaxe hes no information regarding the safety and
efficacy of the Apotex FDC and can make no representation in respect thereof, In the
circumstances, Glaxo cannot accept any Lability arising from the manufacture, zsle and use of
the Apotex FDC.
Glazo Copsent to Authorization
Glaxe recognizes Apotex’s proposal as a humaniterian initiative wnder Canada's Accerd to
Medicines Regime and consents to the Commissioner of Patents granting to Apotex an
muthorization under Glaxo’s patents to manufaciure and export to the Treatment Research AIDS
Cenlre in Kigali, Rwanda, 15,600,000 tablste of a fixed dose combination of zidovudine,
lamivnding and nevirapine (the “Apotex FDC"). at a price of US3 0,405 par tablet.
Glaxo is content with the controls created by Canada’s Access to Medicines Regime which are
designed to ensure that these essential medioines reach the patiente for whom they ave intended,
The authorisation to be granted will nataralty be subject to those controls.
A s B oo VBN e
200 Biy s'a‘mt
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We will be forwarding a copy of this letter to the Commissioner of Pafents in order to
conmratickte Glaxo’s position in respect of this injtistive.

We understand that Apotex proposes t0 supply thiz medicine on a no profit basis. In agrecing to
8 royalty tite of 0%, Glaxo reliey on the representation that Apotex Is deriving ne profit from its
salc of the Apotex FDC at the proposed price of USD $0.405 per tablet,

Anti-diversiop Meagures

Glaxo wishes to ensure that the Apotex. FDC reaches and remains with the patients for whom 1t
is intended. Glaxo would be pleased to receive infbrmation regarding the steps Apotex and it
proposed. purchager will take to avoid diversion of the Apotex FDC to avy markets other than
Rwanda. In particulsr, we would appreciate receiving samples of the packaging Apotex
proposes to use and details of the proposed shape and eolor of the tablet.

Glaxo assumes that Apotex will cooperate with Glaxo to detect and prevent any such diversion
afthe Apotex FDC should it oceur.

Coneer, ent Safety Arlsin Use of APO- VIR a3 &

Product Name

The Apotex FDC was placed on the WHO Prequalification Programme list for HIV/AIDS drugs
on August 10, 2006 without referencs to the name TRIAVIR, Rather, it refors only to the
Intertiational Nonproprietary Nume (INN) “zidovudine/lamivudine/nevirapine”,

Both Health Canada and the WHO insist that dnig names be distinctive in sound and appearance
and should not be liable to confusion. This is jmportant for the clear and wmambiguous
identification, sufe prescribing sud dispensing of medicines to pstients.

Apotex proposes to sell its FDC under the name APO-TRIAVIR. Ay Apotex is awars, Glaxo
markets a fixed dose combination anti-vira] drug containing lamivodine, zidovudine and abacavir
sulfate vnder the trade-mark TRIZIVIR® (the “Glaxo FDC¥), The Glaxo FDC is marketed
glnbally and the mark is registered in ag many ag 158 countries arovnd the world, The Glaxe
FDC is eignificantly different fiom the Apotex FDC, in that the Apotex FDC contains a different
combination of products, and should not be confused with it by h&lﬂ:\ awthortics, health care

providers or patients.
Glven the obvious similarities between TRIZIVIR and TRIAVIR in sound and appearance,
Apotex’s proposed use of the ngme APQ-TRIAVIR for jts FDC, supgests fhe produst is

Apotex’s version of TRIZIVIR. This would creato eonfusion and imperil patient sefety whaever
the Apotex FDC would be distributcd.  This i5 a concemn of which you are already aware,

/
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Given WHO's clear prefercnce for the use of INN names cnly, Glaxo asswmes that, in order to
avoid any possibility of confusion and fo protact paticat safety, Apotex will abandon its proposal
to use the name APO-TRIAVIR in relation to the Apotex FDC and will refer only to the WHO
approved INN “zidovudine/lamivudine/nevirapine” on it packeging, labelling and related

documents.

We wish to make it clear that Glaxo grants no xights onder any of its trade-marks and expresaly
teserves its position in relation to ite trade-marks,

Please let us know whether Glaxo can be of further assistanoe with respect to Apotex’s
application to the Commissioner of Patents for an authorization under the cited patents to

marmufacture and export the Apotex FDC.
Yours very truly, A#(

Patrick B, mens

PEK/IG/dg
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cc:  Minisier of Health ‘Via Mail and Facsimile; (613) 946-5610
Submission & Informeation Policy Divisioa
Bureau of Policy and Coordinatian
Therapsutic Products Programine
1st Floor, Room A-110 (AL, 0201A1)
Finance Building, Tunney's Pastuge
Ofttawa, Outario KA B9

Attention:  David K. Les, Patent Officer - Legal (with copy of letter of July 13, 2007)

e Commissionsr of Peteits Via Matl
Place du Portage T
50 Vietoria St., Room C-114
Gatinesn, Quebec KiA 0Co (with copy of letier of July 13, 2007)
cc:  Bochringer Ingelheim Pharmacenticals, Inc, . Via Moyl and Faesimtle: (416) 591-1690
/o Smart & Bipger
P.0. Box 2999, Station D
55 Metoalfe Straet, Suits 500
Ottawa, Ontario K1P 5Y6 (with copy of letter of July 13, 200T)
e Shire Biochem Inc. Vig Mail and Facsinale: (416} 391-1590
¢/o Smart & Biggar

P.O. Box 2989, Station D
35 Merealfe Streer, Suite 500

Ottawa, Ontatio K1F 3Y4 (with copy oflctter of Tuly 13, 2007)
COPIE CONFORME N FAGETT
RECU PA TngICO ur't:ﬁ?r SHIE




Seo. 4. 2007 1:35M
| No. 0841 P 1

08/13/0% LUN 13:34 PAX 5147872423 SHIRE I.P. DEFT ool

Shire BioChen inc,

2250, b, Altred:Noise!, Buregu 500, Vile SaintLaunnt, Qc, Canada, HaS 2C9
2080 Alfrad-Nobsi bivd., stts 500, $t-Laumnt, Quehet Canads, H45 BCS

w1 {614) 7T67-2321  Fax/ Taecopleur : (514) 7072422

Fax/Télécopie (Shire

To/Destindkaine: M. H. B. Radomsikd Feox N2 [ Mg de télicopieur : 416-379-1234

Company / Seoiété:  Goardmans LLP

Fram } Expéditeur 1 Antonlo Avelede Fax Ni / N2 de téléooplewr : (§14) 787-2423
Direct Lias [ Ligne Directe: (§14) 762-2521
E-Mail | Gourrlsd ; guveledofiatilire.cont

Dates Auguat 13, 2007 N2 of Pagos / Nbee de pagas: 3
Subject s Dijet ; Respanse to your isther of July 13, 2007
Dear Mr. Radomskl;

Pleage find enclased our tesponse to your letter of July 13, 2007.
Would you be kind enough to acknowledge receipt of thia facsimile.

Rest regards,

aavelscdo @shira.com

This message and Any accomparylng dociments s intended for the as of the individual or entlty 1 which they ara addrassed qnd

~ may sofilain informatian which Is piviiagad, confidentiat and exempt from disclosure under applicuble taw, If the receiver of thiz
meszage i$ not the iniendad recipent or the empldyae or the agancy responsbie for delivering thiz meseage to the tended
racipiott, you are herety wamed that any dfsseminaion, distribulion or eopying of thie odinmilinication 1s striclly prohibitsd. If you
have tevelved this communication in emar, pleage cantact s by telephane so we can anange forils ratum. Thank yau.

Linformation cl-lointe est dearvie axclugivement & l'usage personnsl e confidential cu deatireialre indiqué oi-dessus, Bl oo
riEssage ne Vous aet pas adresad ot qus vous M'éiee i un employd nl un mandataire chargs de le temetine au destinedaive, nous
L aViSONS Par log présenies que vous avez regu ce doclment par ermeur 2t Uil #s1 stictemenl inferdit do le réviser, de Ia difuzar,
de le distibuer ou d'en Taife Une cople. Sivous avez feQu oate communioglicn par emeur, vetilez nauy en evisef imméddisiament at

supprimer 12 meszage ofiginal. Mercl,

COPIE CONFORME AU FAC-SIMILE
RECU PAR TELECPPIEUR LT 17!
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8hire HBioChem Ine.

2250 Alfrac-Nobel Blvd., Suita 500

Ville 8aint-Lawrent, Quebec H4S 2C9 Canada
Tel. 814 787-2300 Fax 514 7872427
www.glurd.com

‘Shire

CONF[DENTIAL

Mr. H. B. Radomski
Qootimans LLP

Barristers & Solicitors

250 Yonge Streat, Suite 2400
Toronto, ON, M6B 26

Montréal, August 18, 2007
By Fax and Courler

Dear Mr, Radomeki:
Re;  Licansing Reyuest re: Patent. Ne. 2,059,263 and 2,000,837

We hava recaived your J'u!y 13, 2007 letter, addressed fo our patent agents of record, Smart &
Biggar, relaying a request from Apatex Inc. ("Apotex”) for & licence in respect of patent numbers
2053283 and 2009837, of which Shira BloChem Inc. {'Shire’) is the owner.

Shire supporis the humanitarian alms of Canada's Acsess to Medlelnas Reglme {"CAMR”). W
understand that Rwanda has notifled the World Trade Organization of its intention ta Ihvoke
Paragraph 8 of the Dohe Declaration by notifying that It expects, aver the naxi two yaars, o import
260,000 packs of so-called “triple therapy’ consisling of zidowdine, lamivudine and nevirapine. In
the context of ils ficence request, Appiex has clearly Identified to Shire that Rwanda Is the country
of Intended exparl for the 15,600,000 tablets of a fixed dose combination (FDC) tablet of
lamivudine (150 rog) + nevirapine (200 mg) + zidovudine (300 mg), a combinatlon of medicinal
ingredlenis thal appears In Schedule 1 to the Patent Aci. The patents for which a licence I
requested fram Bhire relate to the sald comblnaﬂon product,

Shire doss not abjeet to the Issuance of a compulsory licence of the f263 and ‘637 patents under
the grovisions of the Paient Act for the purpose of Apotex matiufacturing the FRC in Canada for
export to Rwanda. In addltlon, we note Apotex’s request for a royalty-free licenca. Shire agrees,
on the raprasantations of Apotex that the product supplied will be on a cost basls, 1o work with
Apotex to attempt fo arrange a mechanism whereby such royalty is effectively wajved,

The manner ih which the product will be manufactured snd distributed is unclear. We assunie that
the 260,000 packs of the FDC raquested by Rwanda will éach corifain 60 tablets (which would
amount to 15,600,000 tablets) and seak your tonfirmatian that the FOC product will be sold in
packs of 60 tablats.

CUz PRECISEIN LATTESTAT

NUISSIER U JUS IGE

PIEUR ET 7TEL
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Of course, we assume the product will be merked in accordahse with all applicable reguiations
and. that the product's appearance will be posied on g website as required under the Patent Act.
We aiso understand that the requirements under the Food and Drug Regulations, more precisely
in saction C.07, provide that, In the gvent that @ compuisory licence iasues, any product exparted
muat be labelled and marked in a parlicular manner. Moreover, seafion C,07 provides that the
appicanl {Apotex) must establish and maintain records with respect to the product authorized to
be sold for auditing purposes. Shire believes these provisions will aid in tracking product after it
leaves Canads, and will assist against improper ar illicit diversion of produst whish would be
contrary to the humanitartah objectives of the CAMR.

Wea truat that Apotex shares Shire 's concam to avoid divergion of product, and will maks every
effort to ensure thet the residertts of Rwanda will, In fael, reczive the product a= intended.

We look forward to receiving a copy of the contract between Apotex and the government of
Rwanda in accordance with the CAMR. In advance of tha first export of any iot of the product to
Rwanda.

Yours truly,

Y

Glaude Parron
VP & Genaral Manager

U FACSINILE
=COPIEUR £ ILE
LEATTESTATIO!
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SOLEMN OR STATUTORY DECLARATION UNDER CLAUSE 21.04(3)Xd)(i)(B) OF THE
PATENT ACT

In the matter of an application by

Apotex Inc.
(name of applicant) for export to

Rweanda
(name of country or WTO Member) of the following pharmaceutical product:

() if the pharmaceutical product is a drug as defined in section 2 of the Food and Drugs Act:

A_fixed dose combination tablet of lamivudine (150 mg) + nevirapine (200 mg) + zidovudine
(300 mg); as provided in Schedule 1 to the Patenz Act

(name of the pharmaceutical product as set out in Schedule 1 to the Act and, if applicable, the
strength, dosage form and route of administration of the pharmaceutical product); or

(b) if the pharmaceutical product is a medical device:

(name of the
pharmaceutical product as set our in Schedule 1 to the Act, its class, and its identifier within
the meaning of section 1 of the Medical Devices Regulations)

1. The undersigned Apotex Inc. (rame of applicant)
hereby declares, in accordance with clause 21.04(3)(d@)(i)(B) of the Act, that the pharmaceutical
product to which the application relates is the pharmaceutical product that is specified in the
notice in writing that the WTO Member has provided to the TRIPS Council.

2. The name, postal address and telephone number of the undersigned are as follows:

Apotex Inc.. c/o Bruce D. Clark Ph.D., Vice-President, Regulatory and Medical Affairs

150 Signet Drive

Toronto, ON MIL 1T9 2

Tel: (416) 749-9300, Fax: (416) 401-3835

Dated at Toronto, the 2gt day of August, 2007,
%# %_»:j ELM Herns zéar £ Clavk))

Signature of applicant Mm U'PAI} Wf&
GOODMANS\5481769.1
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REPUBLIC OF RWANDA

MINISTRY OF REALTH
MINISTER OF STATE IN.CHARGE
QR HIV/AIDS AND OTHBR
HPIDCMICS

To Whom It May Concern,

1, Dr. Innocent Nyaruhirira, certify that | am the Minister of State in charge of HIV/AIDS
and other epidemics at the Rwanda Ministry of Health. [ certify that the Treatinent and
Reseatch AIDS Center (TRAC) is an agency of the Rwanda Ministry of Health and that
Dr. Anita Asiimwe is the Director of TRAC, that this is & true copy of a letter sent by her

on 11" May, 2007.

Sincerely,

Dr. Innocent Nyaruhirira ",
Minister of State in Charge of HIV/AIDS and Other Epidemics
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ONS
TREATMENT & RESEARCH AIDS CENTER

Centre de Traitement o e Recherche sur le SIDA

17 May, 2007

Council on TRIPS.

Worlt Trade Organization

Centre William Rappard,

Rue de Lausanne 154,

CH-1211 Genevs 21,

Switzerland

Notitication to Council for TRIPS pursuant to General Cotineil Decislon of August 30, 2003 on

Jmplemantation of Paragraph & of the Doha Declaration on the TRIPS Agreement and Public
Health:

Based on Rwanda's present evaluation of ifs public health needs, we expect to import during the next
two years 260,000 packs of TriAvir, a fixed-dose combination product of Zidovudine, Lamivudine and
Nevirapine (hereinafter refetred to as the "Product’) manufactured in Canada by Apotex, Inc., However,
because it is nat possible lo predict with certainty the extent of the country's public health needs, we
reserve the right to modify the}oregolng estimate as necessary or apprafiriate.

“Pursyant to Paragraph 7 of the Doha: Declaration and imperentation thereof by the TRIPS Counc
{Decision of the Couricit for TRIPS of 27 June 2002); we have decided that we wifl not enforce rights
provided under Part 1I Section § of the TRIPS Agraetnent.that may have.heen granted within Rwanda’s
territory with respect to the Produgt.

Sinerely, i \‘e' .
br Anlta '5)[
Diractor/ & </

TRAC |~
|

\ES/

\ o

Boulevard de la Révolution, B.P 2717 Kigali
Tél. : (250)578472 ; Fax : (250)578473
E-mail ; tracinfo@tracrwanda.org’

[

"O_PIE CONFQRME AJ) FAC-SIMILE
[0 PAR TALECOHIEUR ET TEL
BROER A \ HAFTESTATION

" ~ THUISSIER DE JUSTICE




Sen. 42007 1:36PM

No. 0841 P 17
WORLD TRADE CENSRWAN
19 July 2007
ORGANIZATION
(07-3075)
Council for Trade-Related Aspects of Original: Enplish

Intellectual Property Rights

NOTIFICATION UNDER PARAGRAPH 2(A) OF THE DECISION OF 30 AUGUST 2003
ON THE IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA DECLARATION
ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

RWANDA

The following notification from Rwanda's Government Centre for the Trsatment & Research on
AIDS (TRAC) has been received from the Delegation of Rwanda on 17 July 2007 for circulation to the
Council for TRIPS.

Based on Rwanda's present evaluation of its public health needs, we expect to import during the
next two years 260,000 packs of TriAvir, a fixed-dose combination product of Zidovudine, Lamivudine
and Nevirapine (hereinafter referred to as the "Product”) manufaciured in Canada by Apotex, Inc.
However, because it is not possible to predict with certainty the extent of the country's public health
needs, we reserve the right to modify the foregoing estimate as necessary or appropriate.

Pursuant to Paragraph 7 of the Doha Declaration and implementation thereof by the TRIPS
Council (Decision of the Council for TRIPS of 27 June 2002), we have decided that we will not enforce
rights provided under Part If Section S of the TRIPS Agreement that may have been granted within
Rwanda's territory with respect to the Product.
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July 13, 2007
Onr File No.; 051852

By Registered Mail

Agent for Glago Group Limited re Catiadian Lerters
Patent Nos. 2,311,988, 2,070,230, 2,068,790
RICHES, MCKENZIE & HERBERT LLP

2 Bloor Street Fast, Suite 1800

Toronto, Ontario M4W 3J5

Agent fat Shive Biochem Ine. re Canadian T ettess
Patent: Nos, 2,059,263, 2,009,637

SMART & BIGGAR/FETHERSTONHAUGH
438 University Avenue

Suite 1500, Box 111

Torotito, Ontario M3G 2K8

Agent lor Boehwinger Ingetheim Pharmacenticals, Inc.;
Dr. Karl Thomae Gescllschaft Mit Beachrgnktet
Haftung rc Canadian Letters Pateat No. 2,030,056
SMART & BIGGAR/FE'1HERSTONHAUGII
438 University Avenue

Swire 1500, Box 111

Toronto, Onsarid MAG 2iK8

Dear Sirs/Mcadames:

Re;

No. (841 P. 18

Rawislers & Solizitors

250 Yorge Strent, Suite 2420
Totants, Ontaria Canada VISB IM6
Tnlnphane: 416.0/9.2211

Faesimilr; 415.979.1234
UL

Direct Tior: 416.597,4142
hradomekifpuudmana.ca

Agent for Glako Group Limited re Canaclian
Tetters Patent No. 2,286,126

OGILVY RENAULT LLF

Royal Bank Plaza, South Towet

200 Bay Street, Suite 3800, P.O. Box 84
‘Torontn, Ontatio MS| 224

Agent for the Wellecome Foundation Limited e
Canadian Tetrers Patenr. Nos. 2,216,634,
2,105,487

OGILYY RENAULT LLP

Royal Bank Plava, South Tower

200 Bay Strect, Suite 3800, PO, Box 84
Toronto, Ontatjo M5) 224

Licensing Request for Patents Asgociated with the Drug TriAvi; Canadian Letters

Patent No, 2,311,988, 2,070,230, 2,068,790, 2,286,126, 2,059,263, 2,009,637, 2,216,634,

2,105,487, 2,030,056

We arc the solicitors for Apotex Ine. (“Apotex”).

We have identified you as the Canadian repsesentatives for fac patentees in respect of the above nhoted
patents, notminated pursiane to section 29 of the Parent Aet, We understand the above noted patents to
he the pateats associated with an anti-viral drog, containing lumivudine, nevirapine and zidavadine,

sometimes known as “TRIAVIR”,
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GHodmans

Please accept this letter and the attached documentalion as a request for licence in respect af the abave
nored patents, ag described in subsvetion 21.04(c) of the Patens As,

Apotex wishes to munufacture, undex licence, a genetic version of this diug, to be marketed a8 APO-
TRIAVIR, exclusively.for export to the Treatment & Regeatch Aids Center, Rwanda, As Apotex intends
to sell the product at its own cost, it requests a toyalty-free licence, The licence will be for two years in

order to facilitate the sale desctibed below,
Apotex proposcs to sell APO-TRIAVIR on the following tetms:

» A fixed dose combinetion teblet of lamivudine (150 mg) + nevitapine (200 mg) +
zidovudine (300 mg), as provided in Schedule 1 to the Patent Az, will be manufsctured

and gold;

s 15,600,000 tablets will be manufactured and sold at g prce of USD$0.405 per rablet;

¢ the gales will ocewr pursuant o licences from nll known patentees of the televant
patents, whose agents ate addressed in this letter;

¢ the drogs will be expotied to a Rwanda (3 country listed in Schedule 2 to the Patent Ag);
and

»  Treatinent and Research AIDS Centes, en agency of the Rwanda Mivistry of Health, will
putchase and receive the drug product for sule in Rwanda. v

We kindly sequest 4 respanse to this licensing request within 30 days of your receipt of this letter, 1f

Apotex does hot receive a reasonable response within that time petiod, Apotex will file with the

Commissioner of Pateots documentation substaatially in the form attached, seeking & compulsory
licence in accordance with section 21.04 of the Patent Act.

Yours very nuly,

GOODMANS LL?
Per; ﬂ(g Vﬂdmb\/m

H.8. Radomski
Att.
bee: M. Hastic, B, Shurman, ]. Hetor, 1. Hughes

GOODMANSWNS169540,1
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No. 0841 P 99
' FORM |
(Section 4)
APPLICATION FOR AUTHORIZATION UNDER SECTION 21.04 OF ‘UHE PATENT ACT
1. The undersigmed hereby applies for an anthorization undet scction 21.04 of the Act.
2. The pharmaceutical product that the undersigmed intends to monufacture und sell for export
usnder the authorization is
(a) if the pharmaceutical product i a drug as defined in section 2 of the Food and Drugs Act
fixed dose combination tablet of lamivudine (150 me) + neviraping
zidovuding (300 mg ravided in Schodule 1 1o the Patent det
(name of the pharmaceutical product as set oul in Schecule 1 to the Act and, if applicable, the
strength, dosage form and route of adminisiration of the phormaceutical product); or
(b) il the phartnaceutical produict is a medical device:
(name of the pharmaceutical product ax yet.out in Schedule ] (o the Act, s class, and ite
Identifier within the meaning of section 1 of the Medical Devices Regulations).
3. The maximum quantity of the pharmaceutical product that the undetsigned intends to
manufacture and sell for export under the authorization is
5,600,000 tablets e A
4. tor each putented invention to which the application relates, the name(s) of the patentee(s)
of the inventien, the name(s) and pusta! address(es) of the representative(s) of the pateniee(s) or,
il'no representative has been appointed, the postal addross(cs) of the patentee(s), aud the patont
number(s) issued in rospest of (he invention arc as follows: :
Nume of Patentee | Name and Address of Patenfee's Patent
Represontative or Address of Patentee Number
(a) | Glaxo Group Limited | RICHES, MCKENZIE & HERBERT LLP 2,311,988,
2 Bloor Street Egst, Suitc 1800 2,070,230,
Toronto, Ontario M4W 315 ) 2,068,790
(b) | Glaxo Group Limited | OGILVY RENAULT LLP 12,286,126
Royal Bonk Plaza, South Tower .
200 Bay Strcet, Suite 3800, P.O. Box 84
Toroniy, Onturivy M5 274 J
F7FIE CONFORNE AU FACHLE 1
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F "Name of Patentee Name and Address of Patentec's : Patent
____ Representative or Address of Pafentec Number
(c) | Wellcome Foundation | OGILYY RENAULT LLP 2,216,634
Limiied Royal Bank Plaza, South Tower 2,105,487
' 200 Bay Street, Suite 3800, P.O. Box 84
R ‘Leronto, Ontario MSJ 224 .
(d) | Shire Biochem Inc. SMART & BIGGAR/FETHERSTONHAUGH | 2,059,263,
438 Univorsity Avenue 2,009,637
Suite 1500, Box 111
Tatonte, Qntario M5G 2K8
(e) | Bochtinger Ingelheim | SMART & BIGGAR/ 2,030,056
Phatmaceuticals, Inc., FETHERSTONHAUGH

Dr. Karl Thomac
Gesellschaft Mit

Beschrankter HaRung

438 Universjty Avenue
Suite 1500, Box {11
Toronto, Ontarié M5G 2K8

5. The name of the WI'Q Member or country that has notified, respectively, the TRIPS
Council or the Governmenl of Canada in writing of its toquirement for the pharmacewtical
product named in the application, and to which the pharmacentical product is to be exported, is

Rwanda (Patens Act. Schedule 2 country) | _ .,

6. The name, postal address and {elephone numbcey of the person or entity referred to in
paragraph 21.04(2)() of the Act, to which the pharmaceutical product is fo be sold, are ax

follows:

Troatmont & Ressurch AIDS Center, ¢/o Dr. Anita Asilmwe, Director

Boulavargd de La Reyolytion, B.P, 2717

Kigali

tol: (250} 578472 fux: +(250) 578473 .

7. For the putpose of subsection 21.06(1) of the Acl, the website address of the undersigred is

http:// www npotes.ca

8, The name, postal address and telephone number of the undersigned arc as follows;

Apotex Ine., c/o Bruce D. Glark Ph.D.. Vice-President, Regulntory and Medica] Affairs

150 Sigmet Drive _

Torogto, ON MYL, 1T9
‘Lel: (416) 749-9200, Fax: (416) 401-3835

P.

e
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PN

the ____ dayof .

Dated at S

Signature of applicant

et e

GOODMANSNSA(9542.1
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CANAQA, PROVINCE DE QUEBEC
PR

>

APOTEX INC.
Partie Demanderesse

CANADIAN INTELLECTUAL PROPERTY
OFFICE afs MURRAY WILSON

Partie Défenderesse

ATTESTATION D'AUTHENTICITE

Je, soussigné, Frédéric Hurens Huissier de justice de la province de Québec, ayant un bureau d'affaires au 50-C
BOULEVARD ST-RAYMOND #201, GATINEAU, QC, CANADA, J8Y 1R7, certifie sous mon serment d'office que le 4
septembre 2007 a 13:00, j'ai regu par télécopieur LA PRESENTE « SOLEMN OR STATUTORY DECLARATION
UNDER PARAGRAPH 21.04(3)(c) OF THE PATENT ACT AND PIECES» .

L'expéditeur de ce document est GOODMANS
et le numéro de télécopieur émetteur est 416-979-1234,

Conformément a I'article 82.1 du Code de procédure civile, j'ai préparé des copies conformes du fac-similé du
document regu par télécopieur.

Le total de mes honoraires et déboursés s'éléve & $67.80%.
Je dresse en consequence la présente attestation d'authenticité pour servir et valoir ce que de droit.

Gatineau, 4 septembre 2007

ATTESTATION 3750 %
D'AUTHENTICITE
PHOTOCOPIES 1200%
FAX 10,00 $
SOUS-TOTAL 59,50 $
TPS 3578 Frédérid Hurens, Huissier de justice
TvaQ 4738 Permis # 902
TOTAL T 6780%
Goodmans (GOOD) (Q) ADMIN 0 E0904 i10904-13:53 REF:4762-1-1-1
als : BYRON RAPHAEL
vid : 051852

Waters et associés

50 Boulevard St-Raymond 201

Gatineau, QC, CA, J8Y 1R7

Tél.: (819) 595-5999  Fax :(819) 595-1444
T.P.S.: 143423010T TV.Q.: 1023286561



