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INTRODUCTIOH

. a) Purpose _and mihcdoioay of this document

The purpose of this document is to present a
preliminary outline of the main guidelines that are to be taken
intos account when drafting license agreements in the pharmaceu-
tical sector. It considers two broad categories of agreements:

1) agreements for the manufacture and marketing of products
(formulations in different dosage forms), and
2) agreements for the manufacture of basic drugs.

The dqcument is essentially concerned with
agreements that take place between enterprises of developed and
developing countries. It highlights the main issues to be consi-
dered when drafting the agreements referreg to, taking into
account the specific elements and features of the pharmaceutical
sector. No attempt at being exhaustive has been made. As a metiiod
of presentation and systematization of further discussien, the
document includes a number of selected possible provisions to be
contained in such agreements, ubich are intended to reflect issuces
of outstanding relevance in the nedgotiations between the parties.
These provisions should not be considered as "model clauses"; for
préctical purpcses, they shouldbe revised and completed according
to the pertinent factual circumstances and applicable legal frame-~
work. Among the variety of situations that should be taken into
account uhen drafting such agreements, the document considers
(on the side of the recipient of technology) the availability cf

installed productive capacities, and indicates possiole specific

clauses to be included in agreements wheraby the supplier under-
takes the provision of technology and services for the setting us

such facilities.’

‘1n order to avoid repecition, these clauses are presented in a systz
matic manner in the third part of this document. In the first and
second party provisions related to the setting up of manufaciuring
facilitiee are inciuded in -quara brackets.




Patents are dealt with here sxclusively in conneciicn
with licensing issues related to such rights. This paper does not
attempt to consider the complex issues involved in the procedurss
and swstantive rtules which govern the granting and maintenance of
such rights, or which are concarned with the existence and extant
of protection for inventions. Without prejudice to this, it is
necessary to point out that the existaence of patent protection in
pharmaceuticals is likely to constitute a constraint for the deve-
lopment.of national industrizs in developing countriss, as recog-
nized by many of theses countries (specially in Latin America)
who have decided to seversly limit or eliminate the granting of
patents for processes and/or products in this fisld.

b) Terminolaoav *

In the context & this document, "License" is used
in a very broad senes, comprising agreementz for the use of indus-
trial property rights, the transfer of énou-hou, the provision of
engineering services and related supplies (including machinary).
That concept alsc applies %o agreements on formulation products
(dosage forms) where tha main considearation 2y the suppiing

party may be the sale of basic drugs needed for the manufacture

of formulations. Alghough this terminolagical choice may be impre-
cise from a strict technical paoint of vieu, it tries to reflect
the current bus i ness practice in this field.

"Licensor" and "Ltensee are used hers o nare, Tesge:
tively, the suppliser and recipient partiss in agreements refecred ::

"Products” is deemed to describe the iform nf a
final pharmacautical foraulation, in different dosage forma, such

as tabla%, capsule, elixir.
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"B8asic druq" means the basic chemical entities or
active ingredients in a pharmacevtical product.

"Manufacturing™ means preparation and compou 2ing

of the products from the basic raw materials and active ingredients,

processing, filling , packaging and control procedures until the

final dosage form.

c) Agreements for the manufacture and marketinc of fornulation

products ‘ : -

Very commonly, agreements entered into by entec-
prises of developing countriss simply consist of the supply of
basic inputs plus certain information that allows the acquirer to
obtain the necessary governmental authorizaiions for the formula-
tions to be markasted. In these cases, the.zctual transtier of tech-
nology is limited; when . such agrzements orly provide 2

basis for ensuring the supply of basic drugs necessary for the

-manufactum of formulation products,paymeﬁts should generally be

confin ed to the value cof basic drugs supplied. Eventually a
lump-sum for the tranafer of technical and scientific information
might be considered in the light of the importznce and nature of
the information to be transferred, such as when the licensee has
no productive facilifies and Lhe licensor provides the tachnolicay
and technical assistunce foz the setting up of a plant for the
production of dosage forms. Particularly, when the Licensor is
the only producer of the supplied raw-materiales o besic drugs,
the payment of royalties uill not be advisable Ffrom the pcint of
view of the Licensee, Whenever the stipulation r¢ royalties is
agreed upon by the parties and approved by the competant authority,

the following quidelines should apply:

o —
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1) range cf royalties for formulation products (dsczage forms)

(i) based on essential drugs in WHO list 0 to 1% .
(ii) based on speciality drugs (according to the 1% to 29, (in
level aof tha tschnology transferrsc) excep tional cases °

royally may be

raised to 3%)

2) In any case, royalties siiould be calculated on net ex-faciory sales
price of the products, after deduction of allowances, rebates, discounte,
salas or tucnover téxes. In case the basic drué% are supplied by the
Licensor or by a source indicated by it, the valus of such drugs should

also be deductied from the total net saies values ‘
On the other hand, agreements for thae manufactura
and sala £ foraulaticn products should not conﬁgin restsictions that

impair the commercial and technological freedom of the Licenses.

d] Azreements for ths mamufacture of basic drugs.
Payment conditions for the technolcgy in these

agreements ma} vary significantly. The agreements may provide far a
lump-csum paymont, coyalties or a combination thereol. In any case, a
breakdecun of the price accarding %to the different items invoived in
the agreement should be established, taking into account that the

( ‘majority of payments are to be done after production starts. Whenever
the modality of royalties s selected a basis of 2% (#n exceptional
cases it may be raised to 3% according to the level of the tachnolagy

provided and :he drug produced) an sales (net ex-actocy value, after

'Some Latin American governments have proposed this method of scvaity
calculation, either in general or in specific connection with the
pharmacsutical sector. See Correa, Carlos, Regimenes de control de
la transferencia de Tecnologfa en América Latina, Monografia 12 5,
INTAL, Buenos Airss 1979,

g —




deduction of bonuses, discounts, taxes and, eventuzlly, the value
of basic drugs or ingredients supplied by the Licenser) for a
period of 5 years maximum shculd be tzken into consideration.

Like in other itransfer of technology transactians,
these agreements may ba associated to joint-venture arwangements
with the fereign licansor. In such a case,the participation of the
foreigrn company is recommendec not to exceed 40% of the total ca-
pital (which should be deposited) .It can be also suggested %hat
-in these cases-. the rate ot royalty to be.paid toc the foreign part
ner should be inversely proportional to the percentage of its
equity in the capital, and that a portion of is profits be spent

in research and development in the host country.
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PART I
ALY CLAUSES 70 BB CONSTIWHED IV IRAPTTNG i LICENSE iCHERM(ENT F0R E

nunmucnmz‘un>llzn§urscm'amntn;fhmlfanunns ‘HKIGBEUEISL

PREAMBLE ‘intention of the parties)

WHEREAZ the Licansor has developed a substantial bady of tecihnolagy

in tha manufactura and marketing of drugs and pharmacsutical pro-

ducts;

AND UHEREAS the Licensee has facilitias for the manufacture, packacg-

ing and marketing af dosage forms L-is desiring to set up 2 plant
for the manufacture of Fformulaticn products in different dosage

forms and their distribution and sal€7’;

AMD UWHEREAS the Licensor is able to transfar tachnical iaformation

and to pravide necessary inputs fPor the manufacturs of the products
indicatad below, and the Licensee .s willing to receive such
infarmation and inputs;

AND WHEREAS the Licgnszsr and the Licenses intand ta ccnzlude and

axecuta this zgr2ement ir a manner that is kbeneficial to the
develgpment of the pharmacsutical industry in the zsountoy af the
Licansee and in conformity with tha health policy of such ccunisy;

NOW THEREFCRE the Licensor and the Licensee hersby agree as follaous:

1) 0BLIGATIGMS 2F THE L ICENSOR

a) Sugolv of *achnical informaticn and date (%nou-hcu")

The Licunsor snalill poaavide tne Licensee witk technical iaformatian
and data ("know=-hou") necessary for the manufacture and marketing
of the formulation products listed in ................ (hereinafte:
referred to as "the 2roducts®), including Lut not limited %o,
[fﬁes@gn, plant layouté7 production process, quality crntzal
methods, snginesring, machinery and equipmert naedad, and full
scecifications of rau materials, aexcipients, products and packaging

% texts in square brackets indicata provisions tc be included uhen

the agreement involves the setting up of sroductive facilitias.




materials.

b) Technical assistance

Licensor shall, at the request of the Licensee, send qualified
technicians in its emplay to the plant of the Licensee, in order
to consult with and provide [fengineering and othe£7 technical
advice and assitznce to the Licensee, in respect Lfcf tne
engineering and construction of its facilities ang7 of the
manufacture of the Products. The Licensor will, in accordance wit!

this provision, provide a maximum of ............ man-months of

technical assistance.

c) Suooly of medical and scientific information

(i) The Licensor shall supply ali the medicsl, scientific and relatec

literatu®® and data on pharmagglogica and clinical trials cn all the
samples

Products, including all information, reports,/and documents reguired

for the registration of tha Products with'the Nationd Health Authcri:

of the Licensee's caountry.

(ii) Moreover, the Licensor shall inform the Licensee in due tine

hazards, adverse or side effects of the Products, as well as the

registration status and subs2quent changes of the Products im the

country of the Licensdr and in. any other country uhere such Products

are marketed or ragistered.

d) Imerovements

The Licensor shall communicate to the Licensee, without delay, any
improvements, rationalizations and other technical cnhanges in items
indicated above developed by or otherwise «noun to and zpplied by

the Licensor,'during the lifetime of this agreement.
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d) Tsaiainao

The Licensor shall pravide an ggregate of ......... training tire,
to be used by not less than ....... ;. qualifiec emplcyees of the
Licensee to visit, upon appropriate notice, the Licensor's domestic
manu! acturing facilities in order to be trained in the various
methods of prcductizn and contral, and to participzte in the pro-
duction and control of at least ......... batches from the
beginning to the end.

(See alsa Part III of this document).

f) Suooly of druas

(i) The Licensor shall be ready to supply the Licensee with the
basic drugs {as listed in .........) produced by the Licensor and
entering in the formdation$§ of the Products, as required by the
Licensee, and at a price no less favourable than the pricz usually
charged by the Licensor or other supplisrs for such basic drugs

in conformity with the specifications ag;eed upon by the parties;
(ii) Notwithstanding the foregoing, the Licensee shall be free to
buy such bDasic drugs from other sourca2s, provided that if the Licen
sor is willing and able to offer the Licensee such basic drugs

at the same price as‘the Licensee could obtain from altaernative
sourcas or at a lower price, then in this case the Licensze shall
grant preference to the Licensor.

(1ii) In case the Licensor's frademarks are used on the Products,
samples of the basic drugs intended to be purchased by tihe
Licensee frnm ather sources should e sent to the Licensor for
analysis }7f%%§ansor's laboratories to ascartzin their conforaity

differencesin analytical rasultsof said samples
with the relevant specifications. Any dispute arising//will Gba

finally determined Sy/f{a neutral drug centrol institute, preferadly

the state laboratory fcr control of drugs in Licensse's country).




g) Exclusivitv

The Licensor shall provide items referred to in ths sgreement exclu-
to

sively/the Licensee and to no other party in the Licansee's cocun*ry.

2) OBLIGATIONS OF THE LICENSEE

a) Rovalties

In consideration for the supply of techrical informaticn and dataz
(“knouw-how") as provided far in 1 (a) Licensee shall pay to Licenser

a royalty equivalent to ...... .% of the net ex-f .ory sales price

of the Prnducts, after deduction of discaunts,, allowances, rebates,
sales o« turnover taxes. In case the basi: drugs are supplied by the
Licensar or other source indicated by it, the value of such drugs shall

also be deducted from the net sales value.

b) Consideraticn {ar technical assistance bv the Licensc:

The Licensee shall bear travel expenses of 'technidcans sent by the
Licensor in confcrrity with clause 1(b) and will recognize a fe2e »f

..... ... per day-man of effective work performed at Licensee's piant.

c) Confidentiaiizv

The Licensee shall keep'secret during the lifetime of the agreenment
the technical information specifically ‘ndicated by the Licensor

as being of a confidential nature, provided th-c *his aobligation:

(i) shall not appiy to information which is or becomes publicly

knoun independertly of the Licensee; (ii) shall not prevent ine
Licensee to pass on such information to governmental authorities

for registration purposes in the Licensee's country, or to grant
sublicenses as stipulated in para. (4) belou under similzr safeguards

for the confidential informaticn as agreed upon by the Licensee.




3) USE OF THE JEIHNOLIGY

No clarss in this agreement shall be interpreted as directly or
indirectly:

(i) limiting the field of use by the Licanses of the technology

and information reseived thersunder, except with regard to products

similar to the Products in this agreement;

(ii) preventing the Licensse from using the technology tansferred
after the expiration of ths agresment;

(iii) preventing the Licensee from exporting ths Craduccs to any
country, and in particular to neighbouring countries; _
(iv) preventing the Licensea from freely determining the price and

valume of production of the Products.

4) SUBL ICCNSTING

The Licensee shall have the right tc sublicense any or all cf the

items concained in para. 1 to any party, on terms to ke mutually
!

agreed upon between the Licensee and the Licensor.

%) GUARANTEES

a) The Licensor guarantees that:

(i) the informaticn t% Be transferred is suitable for the purposes
of this agreemeni, and that it is correct and complete;

(ii) he will indemnify the Licensee from and against all actions,
procseing, claims, damages, costs, expenses arag demands by thicd
parties in respect ta %he infringement aor alleged infringement of
any patants belanging to such parties which may be involved in the
manufacture, use and sale of the Pzoducts in accordance with the

terms Of this agreement;

(1ii) the drugs o be supplied will compiy with specifications agraead

upon by the partizs and international pharmaccpeal standards
applicable ta them.

—




b) The Licensor will be liabie fer any direct locs, damace or
injure arising out o vices or defects of the drugs to be supclisad

by him, or of the lnformation/to be transferred, provided that such information

4

has been used in accordance with Licensor's ingtructioms.

6) TRADEIMARKS

The Licensee will have the right to use on the Products a Licensor's
trademark or tredemarks of his propzarty.

7) SETTLEMENT OF DISPUTES AND APPLICABLE LAU

(i) Without prejudice to 1 (f) (iii), any dispute or claim arising
out or reiating to this agreement shall be finally determined by
cae competent courts of the .icensee's country.

(ii) This agreement shall be gavernad by the law of the Licensee's

country,

NCGTE: For other provisions related to the setting up of productive

facilities, see Fart III
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ANRNFXFES TD a 1 TCENSFE ACOFFHFMT 'FOR THFE MANUFACTHRF,

PACKACING AND MANNETING OF 2C0SAGE FJAMS

I'4

Annex I - List of Products {referred to in para. (1) (a) )

Annex II - List of basic drugs (referred to in para. (1) () (1))

Annex III - Specifications of basic drugs (referred to in para.
(1) () (ii) and (iii)).
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PART IT

MAIN CLAUSES TO BEE CONSIDERED HIDMUWEMZAIﬂﬁﬁﬁi:AGﬂElETTFOR'HE:HHMH&CﬂmE

e e e e R L AL UL

OF BASIC DRUGS.

PREAMSIE ( intention of the parties)

UJHEREAS the Licensor has developcd 2 substantial bedy of technology
in the manufacture and marketing of basic drugs and pharmaceutical
products; _

AND WHEREAS the Licensee has a plant for the production of basic
drugs [_is desiring to set up a plant for the production of
basic drug§7;

AND WHEREAS tha Licensor is ahle to transfer the technology and
information necessary for such production,’ . which the
Licensee is willing to receive;

AND WHEREAS the Licensor and the Licensee intend to conclude and

execute this agreement with a view ts enhancing the industrial
development of pharmaceuticals in the Licensee's ccuntry, and in
conformity with the health policy of such country;

NOW THEREFORE, the Licensor and the Licensee hereby agree as follous:

. t
1) OBLIGATIINS OF THE LICEMNSOR

a) Supply of technical infsormaticn

The Licensor shall supply all necessary technical information,
including but not limited to process know-how, production instruc-
tione, flow siieets, safety instructions, Lfblant layout, consump-
tion coefficient, manpower requirement§7, specifications of
equipments, intermediatass and basic chemicals, to enable the
Licensee to produce the basic drugs listed in ....... (hereinafter

referred to as "the Drugs").

b) Patents
The Licensor grants to the Licsnsee a License on his patents as

listed in ..... for the manufaciure and sale of the drugs covered

by this agreenent.




c) Technizal assistance

The Licensor shall, at the rsquest of the Licenses, sand qualified
tachnicians in its employ to the plant of the Licenses, in order to
consult with and provide Lfengineering and othe£7 technical advice
and assistance to the Licensee, in respect [TBF the engineering and
construction of its facilities ang7 of the manufacture aof the drugs.
The Licensor wiil, in accordance with this provision, provide a
maximum of ....... man-months of tetnnical assistance.

(See also Part III of this document)

d) Iraining

The Licensor shall provide an agrega’e of .... training time, to be
used by not less %an ........ qualified employees of the Licensee

to visit,upon appropriate notice, the Licensor's domestic manufiactu-
ring facilities in order to be trained in the vaious methods of
production anc control,and to participate in the production and
control of at least ....... batches f:-om the beginning to the end.

(See alsoc Part III of this document)

e) Suoplv of medical and scientifii infsrmation
“—

(i) The Licensor shall supply all medical, scientific and relatad
literature and data on pharmacolog%gal and clinical trials on

the 0Orugs, including information /reports requirsd for the agproval
of the Qrugs by the Mational Health Authority of the Licens-s's
country;

(ii) Morecver, the Licensor shall inform the Licensee in due time
any hazards, adverse or side effects of any of the prugs in the

agresment,
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f) Supolv of irte-mediztns a~d basic chemicals

The Licensor shall s.pply the Licensee with intermediate(s) and
basic chemicalls) necessary for the manufacturing of the Druss,
as required by the Licensee, at a price no less favourable than
the price usually charged oy ths Licensor and other equivalent

sources for the same ingredients.

g) Improvements

The Licensor shall communicate to the Licensee. uithout delay, any
improvements, rationalizaticns and other technical changes in itenms
indicated above developed by or otheruise knoun to and spplied

by the Licensor, during the lifetime of this agreement .,

h) Exclusivity of this agreement !

'
The Licensor shall provide items referred to in this agreement
exclusively to the License2 and to no other party in the Licensee's

country. !

2) OBLIGATIONS OF THE LICENSEE

a) Lumc _sum/ravalt:ies

(See Introductior, para d. )

[ ] '
R

b) Consideration for technical assistance bv | icenser

The LIcensee shall bear travel expenses of t_chnicians send by the
Licensor in conformity with clause 1(c) and will recognize a {ze of

¢+¢esee.... per day-man of effective work performed at its plant.

c) Confidentiality o

The Licensee shall keep secrei during the lifetime ;f the agreement
the technical information received from the Licensof and specificall
indicated by the iatter as being of a confidential nature, provided
that this obligation shali neot apply to information uhich is ar

becomes publicly known independently of the Licensee.




3) Use of the Technalaay

Nothing in this agreement shall be interpreted as dizsctly or in-
dirsctly: .
(i) limiting the field of use by the Licensee of the technology and
information received hersunden aexcept uith regard to drugs similar
to the Drugs in the agruement;

(ii) restricting the use of such tachnology and information after
the expiraticn of the agreement;

(iii) preventing the Licensse frca exporting the UOrugs to any
country, in particular to neighbouring countriss;

(iv) imposing pricss ar restricting the volume of preduction af the
Drugs;

(v) designating or restricting the sourcas of supply of intermediatsz

and basic chemicals to be usad by the Licansas.

4) GUARANTEES _
'
a) The Licensor guarantass that the Lachnolagy and infarmation t9 %e

transfaerred in suitable for the purpases of the agreement, and :hat

it is correct and camplete;

b) The Licsnsor rsprasents tﬁat on trhe dats of signing of this agr:ze
aent he is, to the bos» (4 his knouledge, not aware of :thi-d pactiss
valid patent rights or simlar protaction for inventions whizh wculd

be infringed by the .se of the tachnology in accordance uith this
agreement;

c) The Licensor will indemnify the Licansee from and against all
actions by third parties in respect to the infringsment or allsged
infringemant of any patants belonging to such partiss whizh ray Se

involved in the manufacturc)us. and sale of the Drugs,

o~
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tecihmuluyy 1s used for the pursocss

specifically agreed upon herein;

d) The Licensor shall be liable for any direct loss, damage or injure
arising out of vices or defects of the technology and informatisn ta
be transferred,but in any case such liabiity will not exceed the
total amount received by the Licensor in conformity with para (2) (a)
e) The Licensor guarantees that the Drugs to be obtaégegi::lt::OdUCL
Licensee will meet the unit ratio of rau materials /and quality, ~
purity, stability and a:l other standards sgecified in ... . . ,
provided that (i) the technoloagy is properly used in accordance

with Licensor's instructions; and (ii) intermediate, basic

chemicals and other irputs employed meet the specifications agreed

upon as indicated in ........ Wihtin ..... . months from the signing
of this agreement, tests will he carried out, in the presence of
authorized representatives of the Licensor and the Lizensee, in ....
consecutive batches. The Licenscr vill be'deemed to have fuifilled
this guarantee if the averaqe of the ...... ... batches produced

meets the process guarantee and Dmug standards sas specified in .......

S) SETTLEMENT OF DISDUTES AMD &PPLICASLE | 4

a) any controversies dr claims between “he parties shall be finally
determined by the competant courts of the Licensee's country;

b) This agreerment is governed by the law of the Licensee's countroy

Note: For provisions more sepcifically related to the setting up of

production facilities see Part II of this document.




I.
II.
II1.

iv.

ANMEXES TO A LICENSE AGREZNENT FAR THE

MANUFACTURE QF DRUGS A0 DOSAGE FORMS

List of Drugs (referred to in para. (1) (a))

List of Patents (referred to in para. (1) (b) )

List of raw materials and intermediates (referred to in
para. (1) (f))

Specificatiorf and standards for the gquarantss of production

»

(refefred to in para. (4) (e))

e T




ey

Process know-how and design data, informction, %Ex specifications
and other isite documents, as well as, ia ¢ CASEe O act:.vedrgg
ingredients the know-how fo= the mm thereof from the sta.rtgg

materials

Tha kncw-how shall comprise:

(a)
(1)

(i)

(iid)

(iv)

(v)
(vi)
(vii)
(®)
(1)

(i1)

(iii)
(iv)
(v)
(e)

(1)
(i1)

Prucess

Process description, susmery and detailed besic chemistry
of the process;

Naterial balance (block diagram) for process streams inclum-
ding chemicals and catalysts. These are calculation data
and not gnaranteed figures; mumber of block diamgrams to be
such to cover the operati range of the unit that is

variations in quantity or quality of the 15 drugs;

Frocess flow-eheet (tabulating also composition and physical
characteristics of the stream);

Utilities balance (block diamgram).
data and not gnaranteed figures.
as above;

Utilities flow-sheet;
Mechanical flow-eheet;
Guaranteed figures.

These are calculation
Number of block diagrams

Equipment 1ist and data sheets (for each item, duties, sketch,
material specifications and other critical specif.cations,
required dimensions, relevant nmotes, etc.)

Instn;ments list and data sheets (indicating also the control
loops );

Electrical one line diagram, motor list and data sheet;
Piping specifications;
Insulations and painting.

Indicative layout
Drawings;
Description indicating the philosophy of required arrangements.




(d)
(1)
(i)
(ii1)

(iv)
(v)
(vt)
(wii)
(viit)
(ix)
(x)

(=)
(i)

(e)
(1)
(i1)

(ii1)

(iv)
(2)

(g)

!

-

(1)

Omnm instructions
Production schedules;

Testing and preparatior ior operations

Start-ap procedures - for imitiai . .arations
- for conventiomal start-up
- after emergency shut-dowm

Hormal operation;

Normal shut-dowm procedures;

Emsrgency simt-down procedures;

Emergency procedures;

Safety and basards: regulations and procedures;
Toxicity (including fivst-aid treatment);

NHainterance sanual snd izsg;sctions scheduls exceyt for
specific instruction on machinery;

Personnel and responsibilities;

Quality comtrol.

Chemistry
Chemical and physiochemical data;

Specifications of raw materials, interaediates, fimished
products (standards and ranges);

dmalytical and testing procedures and instruction and list
of testing and amalytical equipment;

Taxicity, explisivity and hazards; commenmts and data

Supervision and approval of ths plan and design of the
plant, which asy be prerared by the LICERSEE, from the
techrnical point of view, prior to commencemert.

Supply of mmchinery and equipment, either directly by
the LICENSOR or through his sab-comtractors subject

to the following:

mummwmw.mmmm
before it is packed ani shipped .o the project ares.®

The inspection shall be performed in the project area and
all costs in counexion therewith shall be solely for the
account of the LICEXSCGR, The LICENSOR snall advise the
LICENSEE at least one (1) month in advence (to the extent
possible) of all such iispections and the LICENSEE shall
bave the right to have ome or more of its representatives
to witness the inspectivns. If at the issue of the in-
spections, the and equipment and/or any part
thereoi is found to be defective or nut in accordance with
the relevan:¢ specifications, tho LICENSOR shall, with all
speed and at his own cost and expense, make good such

:/ Por the parposes of this document, “project area” means the place
where production facilities are to be set up.
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dafect or deficlency, or arrange for the replacsment of the
defective machinery and equipment. Thereafter, if LICESSEE
so requires, the inspections shall bs repeated and this at
no cost to LICENSEE;

The LICERSOR shall be responsible for arranging for pecking,
insurance and shipment of the mechinery and equipment tc tae
project area. The LICENSOR ascertains that the machinery and
equipmeut is packed in accordance with the best-established
practices so as to protect them from damage during shipment
under conditions which may involve mltiple handling, trans-
port by ship, rail and road, storage, exposure to heat,
moisture, rain and possibility of pilferage, Shipment may be
made in one or more consigiments. The machinery and equiyment
shall be marked and dispatched according to the instructions
contained in which is attached hereto and made a
part hereof. All costs in comnexion with the forwarding,
shipping and insurance of the mschinery and equipment from
FOB LICENSOR port of shipment to the project area are to be
paid separately hy the LICENSEE, If a suitable carrier
carrier cammot be found within 30 days from the time the
equimpent is ready for shipment, the LICENGOR shall be at
liberty to make the shipment by another convenient carrier,
at LICENSEE's expense.

The LICENSOR shall make a diligent effort to insure the
machinery and equimment against all loss and damage from %he
moment it is delivered FOB LICENSOR's port of shipment until
yakes~over of the plant by LICENSEE at LICENSEE's cost. In
such case such comprehensive insurance is not posszible,
LICENSOR's responsibility will cease when he has insured the
equipment up to delivery at port of emtry, in tLe countxry of
the LICENSEE,

The Contractor shall be responsible for establishing the
performance of the Pilot Plant by means of performance tesis.
The test run{s) perioi(s) shall be adequate to emsure con-—
timous Pjlot Plant operation. The test run(s) shall be con~
sidered to have been performed succesefully when the perform—
ance guarantees stipulated in paragraph (1) hereinafter have
been met. In the event the Pilot Plant does not meet the
performance guarantees, the stipulation of paragraph (1)(iv)
hereinafter shall apply.

The LICENSOR guarantees that the machinery and equipment
supplied through him under this Contract are new, of appropriate
design and mamfacture, free from defects in material and work-
manship and suitable for the tasks agreed between the two parts.
The LICENSOR undertakes to remedy, at his sole cost and ex - se,
ary defect resulving from faulty mechinery and equipment design,
poor materials ard/or workmanship. If, for the purpose of
repairing any equipment, such equipment has to be transported
tc LICENSOR's country and returned to LICENSEE's country, the
cost of transportation both ways between the project site and
LICENSOR's port of entry shall be to the account of LICENSEE,
The above provision will apply, to the extent appropriate,

also with respect to replacement of any equipment or part.
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(vi) The guarantee referred to in paragrach (g) (v) hereinbefsre
shall cease on the day of the successful completion »f the olant
performance tests referred to in paragravch (g) (iv) hereinbefsre.

(7ii) In the case of equipments or parts supplied in revlacement +f
defective equipment or parts, respectively, the guarantee perind
shall be 12 months from the date of shipment from the mamufacturse's
plant, but in any event, never less than the time required to
properly test, once installed, in tie case of delayed or lost
shipmsents.

(viii) In order to be able to avail itself of its rights in this commexion,
LICEESEE shall notify the LICENSOR in writing, without undue delay, -
of any defscts that have appeared and shall give the LICENSOR
ample opportunity to inspect and remedy, as aprorooriate, all such
defects.

(ix) 411 defective parts replaced by the LICENSOR shall become the
property of the LICENSOR, unless the LICENSOR decides to
abandon them. In any ewent, LICENSEE shall assume no resmonsibility
regarding the storaze or safekeepning of such parts.

{x) If the LICENSOR refuses to fulfil his obligations under paragravh
(g) (v) aereinbefore or fails to proceed with due diligence with
the revair or replacement of defective equinment or part(s)
therof, after havng been required in writing by LICENSEE t» do s»,
LICENSEE may proceed with the necessary repair or replacement work
and this at the LICEXSOR's sole risk, cost and expense. LICENSEE
shall, under such circumstances, be obliged to take all reasonable
steps to hold such repair/replacements costs to a minimum.

(xi) The LICENSOR's liability under saragrapch (g) (v) hereinbefsre
shall apply only to defects that appear under normal conditions
of operations. It doss not cover defects due to causes arising
from faulty maintenance after acceptance of the Plant by
LICZNSEE or from equipment alterations < rried out without the
LICZNSOR's written agreement, or from reuairs carried out by
LICENSEE in disregard of the imstructions fourd in the maintenance and
repair maruals by the LICENSOR and/or other written instructions,
nor shall they cover normal wear and tear of the equipment. The
LICENSOR's liability does not apply to defects arising sut o>f
materials yrovided by the LICENSEE.

, .{2) Demonstration/Training
As part of the services and equipment referred to hereinbefore, the

LICENSOR shall provide, in the Project Area and at his Home Office,
such persommel services and facilities as may be necessary for:

(a) necessary and adequate demonstration to LICENSEE's personnel
during the Plant establishment and commissioning ~verations:
and

(b) the trcining at the LICENSOR's facilities and/»r any >ther
facilities arranged by the LICENSOR in his country »f
LICENSEE's personnel as for a total of engineer days.
In addition, the LICENSOR shall receive the LICENSEE dssigners
for the co-ordination of designing work. The maximum stay -f
the LICENSEE designers will be engineer davs.
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F »rsonnel Services

For the performance of his obligations under this Contract, the
LICENSOR shall make available a total of man-months
of service as Tollows:

man-months of service in the Project Area shall be provided
by a team comvprisi a Team Leader and other personnel, as named
in paragraph (j) (1) hereinafier. A man-month of service in the
Project Area is defined as a period of time equivalent tn a
calendar month of six (6) working days per week and eight (8)
working hours per day.

men-months of service at the LICENSOR's Home Office shall
be provided by a team comprising the personnel named in varagraoh
(3) (1) hereinafter, and any other staff members whom ..e
LICENSOR may deem necessary to assign to the work hereunder. A
man-month of service at the LICENSOR's Home Office is defined as a
period of time equivalent to a calendar month of six (6) working
days per week and eight (8) working hours per day.

In addition to the personnel services referred to in sub-paragraphs
(a) and (b) of this paragraph, the LICENSOR shall pravide, at

his Home Office, such other persommel and technical facilities

as may be necessary for the back-stopping support to the persnannel
assigned to the Project Area.

LICENSOR's Personnel

The personnel to be provided by the LICLNSOR and the duration »f
their assignment in the Pronect Area and/or the Home Office shall
be as follows:

Duration of Assiznment
(man-months)
Name Field of Activity Project Area/Home Office

seoes oo erseesesse snse 00000000 0s 0000000000

The personnel set forth hereinbefore are considered essential for
the work to be performed under this Contract, accordingly:

orior to replacing any of the named personnel, the LICENSOR shall

notify the LICENSEE reasonably in advance and shall submit detailed
justifications together with the curriculum vitae of the oroorsed
replacement personnel to permit evaluation by the LICENSEE of the impact
which such personnel replacement would have on the work orogramme;

no personnel replacement shall be made by the LICENSOR withhut the

prior written consent of the LICENSEE, and in any event the LICENSEE

shall be obliged to renly to the LICENSOR's nomination(s) within
days of receipt of the same.
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The LICENSOR's Team Leader shal. be responsible for emsuring
thatthe work in the Project Ares is performed in accordance with
the terms of this Con%ract and for supervising, directing amd
co—ordinzting the LICENSOR's other personnel in the performance
of their duties.

Training of LICENSEE's Persomnel

Provide at his production facilities in LICENSOR's country, such
engineering and technical services, persommel and facilities as
may be necessary fcr:

the training of designers' from LICENSEE. During

this stage of training, the LICENSOR shall, in particular, assist

the trainees in their design work. The duration of the training

shall not te less than month consisting >f no less than Zive
(5) workirg days per week and eight (8) working hours ver day.

the on-the-job training in the manufacture of the drug »f

technicians from LICENSEE. The duration of the sn—the-jnb
training shall not be less than cal endar months as defined
in item (i) hereinbefore.

The schedule and contents of the two (2) training programmes shall
be agreed upon, in due time, between the LICENSOR, and LICENSEE.
LICENSEE and the LICENSOR agree that the cost of the trainees'

Tood and board whilst in LICENSOR's country, travel fr~m LICENSEE's
country to LICENSOR's country and return and sut—of-uvocket

expenses shall be borme by LICENSEE.

Process Demonstration and guarantee

Provide 1ll the engineering and technical services and persennel

as well as the equipment required to demonstrate the Drug preduction
process and prove the guaranteed results and efficiencies of the
Know-how. This demonstration shall be witnessed by LICENSEE's

and LICENSOR's representatives and shall be carried out and
satisfactorily completed no later than .

Provide all tL ' engineering and technical services and personnel
required to den trate the Drug production process at the LICENSEE's
Zaciliti:s in the Project Area and to prove the guaranteed results
and efficiencies of each step of the Xnow-how. Thia process
demonstration shall be carried out in three (3) consecutive batches.
The LICENSOR shall be deemed to have fulfilled his obligations under
thi: Contract if the average of the three (3) batches produced meets
the process guarantees and Drug standards agreed befsre. The
protocol setting forth the results of the process demonstration in
the Project Area shall be subject to the verification »f, and
approval by the LICENSEE. Prior to the commencement »f the nrocess
demonstration in the Project Area, the LICENSEE will make available f-r
the purpose, the production facilities and all the equipment, raw
materials, intermediates, and auxiliaries, as well as a sufficient
number of suitably trainsd personnel.

The LICENSOR warrants that after the test runs, the plant installed
and commissioned with the LICENSOR's assistance and supervisisn and
in accordance with the svecifications, instructions, overating
manuals and other reasonable recommendations furnished by him, is
capable of performing as follows:
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If for reasons solely attributable to the LICENSOR, the guarantee
figures set forth in paragraoh (iii) hereinbefare are not reached,
the LICENSOR shall at his own cost and expense, correct nr

modify any faulty engineering supvlied by him. If either repair
in LICENSEE's country or replacement is necessary for the opurpnse
of fulfilling the above performance guarantees, the or-visinns -f
paragravh (9) (v) hereinbefore will apply. Airter executisn -»f
these corrections, modifications, changes, repairs and/->r
replacements, which shall be carried out by the LICERSOR with~ut
delay, new performance test runs shall be carried sut.

LICENSOR's General Responsibility

In addition to the services, equipment and machinery specified to
be suvpvlied under this Contract, the LICENSOR shall supoly such
other engineering anc technical services and versonnel which,
while not specifically provided for hereunder, are implied by
generally accepted professional standards.

Plant take-over by LICENSEE

After satisfactory completion of the Plant pe_formance tests
referred to in paragripvh (1) hereinbefore, the LICENSOR shall hand
the Plant over tc LICENSEE and LICENSEE shall take the Plant over
from the LICENSOR. A proper handrqver/take-over certificate hall
stipulate, inter-alia, that the Plant has satisfactorily ful.illed
the performance tests and met all Contract guarantees up to that
period. A list of defects observed during the start-up and
commissioning of the plant will be made and agreed upon at the time
of hand-over. In case of defects which can be remedied with varts
or materials available in LICENSEE's country, the defects shall

be rectified within one month. Where parts have to be imported, the
LICENSOR shall exercise all due diligence to effect recessary
repairs as soon as possible, in any case within a ner.>yd »f six
months.

If for any reason such rectification is unlikely tn be completed

in less than six months from the date of completion sf the secsnd
test run, the LICENSEE may at its discretion decline to acceot
LICENSOR recormendations and in the event, the last test run completed
or any subsequent test run carried cut on the request ~f the
LICENSOR within a period of six months from the date »f completion
of the second unsuccessful test run shall be treated as final f»r
purposes of working out any compensation that may be payable by the
LICENSOR to the LICENSEE in accordance with paragraph(o) heresf.

In any event, LICENSEE shall not be obligail to take over the Plant
until it is deemed satisfactory by LICENSEE and the LICENSOR's
liability in this regard shall cease when all listed defects have
been adequately remedied.
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Compensation by the LTVENSOR

In the event the LICENSOR is unable to demonstrate the fulfilment

of the aforesaid guarantees in a test run for reasons atiributable
to the LICENSOR, the LICENSOR shall pay to the LICSNSEE by way of

compensation an amount arrived at as follows:

Tr the event the final test run shall indicate non-fulfiiment »f the
guarsntees in regard to producticn guaranteed, the LICENSOR shall
pay %o the LICENSEE in compensation an amount of ver
every 1% or fraction of 1% of the deficiency.

In the event the final test run shall indicate non-fulfilment ~»f the
guarantee in regaxd to consumption of , the LICENSOR
ska:l pay to the LICENSEE in codpensation an amount of per
every 1% or fraction of 1% of the excess corsumption.

In any event, the LICENSOR shall be responsible for all expenses
incurred by the LICENSEE to correct any defect attributable to the
LICENSORS

—
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