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INTnOOUCT!Oi-J 

a) Purpose and m±hcdolooy of thi~ docu~ent 

The purpose of this document is to present a 

preliminary outline of tho main guidelines that are to be taken 

into account uhen drafting license agreements in the pharmaceu­

tical sector. It considers euo broad categories of agreements: 

1) agreements for the manufacture and marketing of ~roducts 

(formulations in different dosage forms1 and . . . 
2) agreements for the manufacture of basic d1 :.rgs. 

The do.cument is essentially concerned ui th 

agreements that take place bet~een 9r.terprises of developed and 

developing countries. It highlights the main issues to be consi­

dered uhen drafting the agreements referred to, taking into 
• 

account the specific elements and features of the pharmaceutical 

sector. No attempt at being exhaustive has been made. As a met~od 

of presentation and systematization of further discussion, the 

document includes a number of selected possible provisions to be 
. 

contained in such agreements, uhich are intended to reflec~ is~~es 

of outstanding relevance in the negotiations betueen the parties. 

These provisions should not be con~idered as "model clauses"; fo~ 

practical purposes, t~ey 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 c~~siders 

(on the side of the recipient of technology) the availability cf 

installed prod~ctive capacities, ~nd indicates possi~le speciric 

clauses to be included in agreements uha~aby the supplier und~r­

takes the provision of technology and services ror the aetting u~ 

such racilities •• 

In order to avoid repetit~on, these clauses are presented in a s~st~ 
matic manner in the third part or this document. In the f irse znd -
second p~r~ provisions related to the setting ~P or:manuractur!ng 
racilitioi ara includad in -~uara brackets. 
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Patents are dealt uith here exclusively in connecticr. 

uith licen&ing issues ~elated to such rights. This paper does not 

attsmpt to consider the complex issues involved in the procedurss 

and 9\bstantive ~ules uhich govern the granting and maintenance of 

such rights, or which are concerned uith the existence and extent 

of protection for inventions. ~ithout prejudice to this, it is 

necessary to point out that the existence of patent protection in 

pharmaceuticals is likely to constituts a constraint for the deve­

lopment. of national industries in developing countries, as recog­

nized by many of theses countries (specially in Latin America) 

who have decided to severely limit or eliminate the granting of 

patents for processes and/or products in this field • 

b) T~rminoloov • 

In the context~ this document, "License" is used 

in a very broad sense, comprising agreements for the use of indus-

' trial prope~ty rights, the transfer of knou-hou, the provision of 

engineering services and related supplies (including mach~nery). 

That concept also applies to agreements on formulation products 

(dosage fol'ms) 1.1!1ere tha main con.sidaration !:Jy the sui::;:i¥ng 

party may be the sale of basic drugs needed for the manuract~r2 • 
of fo~mulations. Although th!s terminological choice may be imprs-

cisa rrnm a strict technical point of vieu, it tries to reflect 

the current bus i ness practice in this field. 

•Licensor• 3nd "U:ensee are used here to nar.a, :es~s: 

tivaly, the supplier and recipient parties in agreements refe:red t: 

•Products" is deemed to describe the f o:rn of a 

final pharmaceutical for~ulation, in different dosage for~3, such 

ae tablet, capsule, elixir. 

.. 
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"Basic drug" means the basic chemical entities or 

active ingredients in a pharma=eutical product. 

~Manufacturing" means preparation and campou jing 

of the products from the basic rau materials and acti~e ingredients, 

processing, filling , packaging and control proceoures until the 

final dosage form. 

c) Agreements for the rnanuf~cture and marketina of for~ulation 

products 

Very commonly, agreements entered into by ents=­

prises of developing cau~trias simply consist of the supply of 

basic inputs plus certain information that allous the acquirer to 

obtain the necessary governmental authorizaiions for the formula­

tion& to be markated. In these cases, the.actual transfer of tech-

nology is limi tqd; when . such agreements or.ly prci,Jide a 

basis for ensuring the supply of basic drugs necessary f~r the 

-manufa~tumof formulation products,payments should generally be 

confin ad to the value of basic drugs supplied. Eventually a 

lump-sum for the tran~fer of technical and s~ientifi~ lnform~tion 

might be considered in the light of the importance and nat~re of 

the informati~n to be transfer~ed, such as when the licensee has 

no productive facili~ies and the licensor provides the technclcgy 

and technical assist~nce fa: the setting up of a plant for the 

production of dosage forms. Particularly, when the L~censor is 

the only producer of the supplied rau-mat3riales ~ b~~ic dr~gs, 

the payment of royalties uill not be advisable from the pain~ of 

view of the Licensee. Whenever the stipulation r,r royalties is 

agreed upo~ by the parties and approved by tha competent authority, 

the following guidelines should apply: 
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1) range cf royaltie~ for formulation products (dczaga forms) 

(i) based on 

(ii) based on 

level of 

essential drugs in IJHO l; -..:. 
-~ '-

speciality drugs (according 

tha technology t.-ansferrec:) 

to the 

0 to 1% 

1% to 2%, (~n 

exc~ptional cases 

roya.11" may be 

raised to 3%) 

2) In any case, royal ties sf;ould be calculated on net ex-factory sales 

price of the products, after deduction of allouances, rebates, discounts: 
# 

sales or tu=nover taxes. In case the basic drugs are supplied by the 

Licensor or by a source indicated by it, the value of such drugs should 

~lso be deducted from the tot.al net saies value: 

On the other hand, agre~ments for tha manufactura 

arid sala:f for~ulaticn products sho~ld not contain rest:ictions that 
• 

·m 1~ •~o c_Qmmercial and technological freedom of the Licensee. l. pa ... \,l.l'C. 

dl J.Eeemcta tor the mmmtactai-e o~ basic -dru.p. 

Payment conditions fo= the technolc;y in these 

agreements may vary significantly. The agreements may provide for a 

lump-2um paym~nt,~oyalti~s or a combination thereof. In any case, a 

breakdoun of the price according to the different items involved 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' royal ties :.s selected a basis of 2% (.!:n exception al 

cases it m~y be raised to 3% according to t!le level of the tachno!ogy 

·provided and ~he d:ug produced) on sales (net ex-l'acto=y value, after 

• Soma Latin A~erican governments have propo3ed thi~ method of rcy3lt1 
calculation, either in general or in speci~ic connection uith the 
pharmaceutical sector. See Correa, Carlos, Reg!mer.e9 de control de 
la transrorancia de Tecnolog.!a en Americ3 L3tina, Monograf .la ;;g 5, 
INTAL, Buenos Ai:es 1979. 

------------------- ------------·· •· 

{ 
\ 
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deduction of bonuses, discounts, taxes and, eventually, the va:~e 

of basic drugs or ingredie~ts supplied by the Licenser) for a 

period of 5 years maximum should be taken into consideration. 

Like in other transfer of technology transacti~ns, 

these agreements may ba associated to joint-venture ar~angements 

uith the f~reign licensor. In such a case,the participation of the 

foreign company is recommended not to exceed 40% of the total ca­

pital (which should be de~osited) .It can be also suggested ~~at 

-in these rases-. tne rnr.e of royalty to be .paid to the foreign ;:'arlr 

ner should be inversely proportional to the percentage of its 

equity in the capital, and that a portion of ifs profits be spent 

in research and de~elopffient in the host country • 

• 

' 
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!6J! 'iLA!1m '1U Bl COISl!Rf?> II' J!•P'l'Ill'G J. LICllSI J.Gm'f ~ ~ 

DmJPlC mD JID Slii15'flltG OP Pl:lllmLl'l'!CS P!DWC?S (IllSAGB RmlS). 

PRE~~2LE (in~ention of the parties) 

IJl-!!:RC:.~S the Licansor has _developed a substantial body of t~ci1nol :ic;y 

in tha ~anuractura and marketing of drugs and pharmaceutical pro­

ducts; 

AND UHE~EA5 the Licensee has facilities for tr.a ~anufact~re, pac~ag--ing and marketing of dosage forms L is dasi:ing to sat up a plant 

for the :iaanufactura of Formulation products in different dosage -. rorm3 and their distribution and sale/ ; 

AND UHE~EAS the Licensor is able to transfer technical i,format~on 
... 

and to pr~vide necessary inputs for tr.a manuf acturg of the products 

indicatad belou, and the Licensee :s uilling to receive such 

inf~rmation a~d inputs; 

ANO UHE~EAS the Licenser and the Licensee intand to con~lwde and 

execute this ~gr3e~ent ir. a manner that is ~anef icial to the 

development of the pharmaceutical indust:y in the c~ur.t=y of t~e 

LiGansee dnd in conformity with the health pGlicy of such c=u~t:y; 

NOU THERE~ORE the Licensor and th& Licensee hereby agree as fol!ows: 

1) OSL !G1'T!GMS CF' THE L ICE'.'ISOJ!. 

a) ~col•1 of ';achnic2l i~'l!.ill£n o:ic date ("-'nou-hcu") 

The Licen~or s~all p3ovida the Licensee uit~ ';ecMnical ~~rormati~~ 

and data (•knou~hou") necessary ror the manufacture ar.d ma!k~tir.; 

or th• formulation products listed in •••••••••••••••• (nereinafte= 

rafarrad to dS "the 'roducts"), including ~ut not limited to, 

L-dee~gn, plant layout;;i ?reduction process, quali~y c~nt:~l 
mothods, enginewring, mach!nery 3nd 1quipmar.t naedad, and r~l! 

s~ecifications of rau materials. axcipients, products and packa;~~; 

,. 
iexts in square b~ackets indicata provisio~s tc be inc!uded u~1en 

the agreement involves tha ~•ttin~ up ?f ~rodu~tive racilit~ss. 
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b) Technicol as3istanse ---· 
Licensor shall, at the request of the Licensee, send qualified 

technicians in its emplay to the plant of the Licensee, in order 

to consult uith and provide L engineering and othe!,/ technical 

advice and assi±ance to the Licensee, in respect L or tne 

engineering and construction of its facilitiEs an.f!/ of the 

manufacture of the Products. The Licensor uill, in accordance wit~ 
, 

this prov~sion, provide a maxi~um of ••..•••.•..• man-months of 

techni~al assistance. 

c) Su~oly of medical and scientific information 

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

literatu~ and data on pharmacologicd and clinical cri~ls en all the 
samples 

Products, including all information, reports,/ and docurre nts req•Jired 

for the registration of tha Products uith' the Nationa Health ~uthor~: 

of the Licensee's country. 

(ii) Mor~over, the Licensor shall inform the Licensee in due ti~e 

hazards, adverse or side effects of the Products, as well 3s the 

registration statJS and subs~quent cnanges of the Products in the 

country of the Licens~r and in.any other country uhere such Prod~cts 

are marketed or ragistered. 

d ) I l'!l!lr rove me ri t 3 

The Licensor shall communicate to the Licensee, without del~y, any 

improvements, rationalizations and other technical changes in items 

indicated above developed by or otheruise :<n1Jun to and applied by 

the Licensor, during the liretime of this agre£ment. 
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The Licensor shall provide an a~regate of ..•••••.. training .... 
... i r.?e , 

to be used by not less than ••.•••.•. qualified employees of the 

Licensee to visit, upon appro~riate notice, ihe Licensor's domestic 

manu!acturing facilities in order to be t~ained in the various 

mathod~ of pr~ducti~n and control, and to participate in the pro­

duction and control of at least •••••••.• batches from the 

beginn~ng to the end. 

(See also Part !II of this document). 

f) Suoclv of druos 

(i) The Licensor shall be ready to supply the Licensee with the 

basic drugs (as listed in •.••.•••• ) produced by t~e Licensor and 

entEr~ng in tha formtlationf of the Products, as required by the 

Licensee, and at_ a price no less favourable than the pric~ usually 

charged by the Lice~sor or other supplis~s for such basic drugs 
I 

in conformity uith the specifications agreed upon by ~he parties; 

(ii) No~uithstanding the foregoing, the Licensee snall be free to 

buy soch basic d=ugs from other sourcas, provided th=t if the Lice~ 

sor is willing and able to offer the Licensee such bas~~ drugs 

at the same price as the Licensee could obtain from alternative 
' sources er at a louer price, then in this case the Licensee shall 

grant preference to the Licensor. 

(iii) In case the Licensor's frademar~s 1re used on the Prod~cts, 

samples of the basic drugs intended to be purchased by thg 

Licensee fr~m other source$ should be sent to the Licensor for 

analysis }nf~icen~~~'s laboFatorie~- to ascart~in their canfor~ity 
I am d.ir rerences~n anal/'t.lcal rasults of ~aid samples 

ui th the relevant specif icatian3. Any dispu ta a.i..-ising// uill ba ....... 
finally determined ~y/(a neutral drug CQntrol instituta: preferably 

the state laboratory (er control of drugs in Licensee's ~ountry) . 
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g) Excl~sivitv 

The Licensor sha~l provide items referred to in this agreement exclu­
to 

sively/the Licensee and to no other p~rty in the Lic2nsee's country. 

2) OBLIGATIONS Of THE LICENSEE 

a) Rovalties 

In consideration for the supply of techr.ical information and data 

("knou-how") as p~oviaed for in 1 (a) Licensae s'1all pay to Licensor 

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

of the Prnducts, after deduction of discounts,, allouan~es: rebates, 

sales er turnover taxes. In case the basi: dr~gs are supplied by the 

Licensor or other source indicated by it, thP v~lue of such drugs shall 

also be deducted from the net sales value. 

b) Consideration f~r technical assistan~e bv the license~ 

The Licensee shall bear travel expenses of 'tecnnic::ians sent by the 

Licensor ~n confcr~ity with clause l(b) and will recognize a fee if 

. . . . . . . . per day-mun of effective work perfor~ed at Licensee's plant . 

c) Conf identia~ 

' The Licensee shall keep secret during the lifetime of the ag=esnant 

the technical inform9tion specifically :,dicated by the Licensor 

as being cf a confiaential nature, provided th:~ ~his obligation: 

(i) shall not 2p~ly ta infarmat!on uhi~h is or becomes p~blicly 

known independe~tly of the Licensee; (ii) shall not prev~nt the 

Licensee to pass an such information to governmental awthoriti~s 

for registration purposes in· the Licensee's country, or to grant 

sublicenses as stipulated in para. (4) belou under simil~r s~feguard= 

for the confidential infor~aticn as agreed upon ~y the Licensee. 
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3). LJC:E OF -;Ji;" --:-·~~·~Lo~·r .....;;:.__ I .. _ I t.. - ..... lJ • 1,. 

No cl~11ss in tnis agreement shall be interpreted as directly or 

indirectl~1 : 

(i} limiting the field of use by the Licansee af the technolo9y 

and information ra=eived thereunder, except With regard to products 

siffiilar to the Products in this agreement; 

(ii) prever.ting the Licensee from ~sin~ the technology Tansferred 

after the expiration of the a~reement; 

(iii) preventin~ the Licensee from exporti~g ~~~ cracuc~s to any 

cocntry, and in particular to neighbouring countries; 

(iv) preventing the Licensea from freely determining the price and 

volume of production of the Products. 

4) SUBL ICPJS Ii·JG 

The Licensee shall have the riqht to sublicense any or all cf the 

items concained in para. 1 to any party, on terms to be mutually 
I 

agreed upon between the Licensee and the Licensor. 

S) GU,qR ArJ°TEC:: S 

a) The Licensor guarantees that: 

(i) the information t~ be transferred is suitable for the pur~o~e$ 
' of this agreemen~, and that it is correct and complete; 

(ii) he will indemnify the Licensee from and against all actions, 

procsei:ing, claims, damages, costs, expenses arc demands by third 

parties in respect to the infri~gement or alleged infringement of 

any patants belongi~g to such parties whi~h may be involved in the 

manufacture, use and sale of the P:oducts in accordance with the 

terms a f this agreement; 

(!ii) the d~ugs b be supplied will comply with specifications agraed 

upon by the parti~s and inter~ational pharmaccpeal standards 
applicable to them. 
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b) The License.:- will. be liable for any direct l.os·s, damage or 

injurP arising out er vices or defects of the drugs to be supplied 

b y him , a r o r the l. n format i a n
1 
to be transferred, -prOvided tliat such inf orm3 ti on 

has been used in accordance vi th Licensor's instructions. 

6) TRAOG1ARi\S 

The Licsnsee will have the right to use on the Products a Licensor'~ 

t.radema=k or t=ademarks af his prop2r~y. 

7) SETTLEViE!'JT OF DISPUTES Ar!D APPLICABLE LAW 

(i) Without prejudice to 1 (~) (iii), any dispute or claim arising 

out or relating to this agreement shall be finall~ dete~mined by 

::.:1e competent courts of the .icensee' s country. 

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

country, 

I 

NOTE: for other provisions re lated to the setting up of prod~ctive 

facilities, see Part III 
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ANr..JfXES TO !l I_ rr.EMSF ~·'Of"f"i·iPIT FOR THF f·~~rJllFACTIJ!=!F; 

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

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

Annex !II - Specifications of basic drugs (!'eferrsd to in para. 

- (1} ( 1') (ii) and (iii)). 

!-

' 
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PART II 

!U.Ilf CL&OSES ro BE COllSID&mJ m IIW'l'llm .l LicENsE .lGREDIErfT mR mE K.lltJftC'lURE 
OF BlSIC DRUGS. • 

PRE~MSlE ( int~ntion of the parties) 

WHEREAS the Licensor has developed a substantial body 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 L is desiring to set up a plant. for the production of 

basic drug.2f; 

AND WHEP.~AS tha Licensor is a~le to transfer the technology and 

information necessary far such production.­

Licensee is willing ta receive; 

. uhich the 

AND WHEREAS the Licensor and the Licensee intend to conclude and 

execute this agreement with a vieu t~ enhancing the industrial 

development of pharmaceuticals in the Licensee's country, and in 

conf~rmity with the health policy of such country; 

NOW THEREFORE, the Licensor and the Licensee hereby ag=ee as follows: 

1) OBLIGATI1NS OF THE LICE~SOR 

a) Supolv of technic:l infor~ation 

The Licensor shall supply all r.ec~ssary technical information, 

including but not limited to process know-how, p=aduction inst=uc­

tions, flow s11ee ts, ~fe \;y in~truction s, L pl ant 1 ayout, consump­

tion coefficient, manpower requirement.eJ, specifications af 

equipments, intermediatas and basic chemicals, to enable the 

Licensee to producE the basic drugs listed in •••...• (hereinafter 

referred ta as ~the Drugs~). 

b) Patents 

The Licensor grants to the Licensee a License an his patents as 

listed in ••... for the manufactura and sale of the drugs covered 

by thi5 agrec~ent. 
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c) Techni~al ~~s!~tance 

The Licensor shall, at the =squest of the Licensee, sand qualified 

technicians in its employ to the plant of the Licensee, in order to 
- -consult ~ith and provide L engineering &nd othe£/ t9chnical advice 

-and assistance to the Licensee, in respect L of the engineering and 

construction of its facilities an:!f of the manufacture of the drugs. 

The Licensor ~ill, in accordance ~ith this provision, provide a 

maxi~um of •.••••• man-months of tecnnical assistance. 

(See also Part III of this document) 

d) Trainino 

The Licensor shall provide an a~•gate of •••• training tim~, to be 

used by not lass ttan •••••••• qualified employees of the Licensee 

to visit,upon appropriate notice, the Licensor's dome&tic manufactu­

ring facilitiss in order to be t=ained in the vaious methoas of 

production anc control, and ta participate in the production and 

control of at least ••.•••• batches f~om the beginning to the end. 

(See also Part III of this document) 

e) Suoolv of medical and scient!ri~ infor~at!~n 

{i) The LicansorSiall supply all medical, scientific and relatad 

litarDture and data o" phar~acolooical and clinical trials on 
~no 

the Drugs, including information /reports required for the a~proval 

of the Orugs by the ~·.:itional Heal th Authority of the Licens-:s' s 

country; 

(ii) Moreover, tN.i Licensor shall inform the Licensee in due time 

any hazards, adverse or side arrects of any of the Drugs in the 

agreement. 
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The Licensor shall s~pp!y the Liccns~e w~h intermediate(s) and 

b~sic ch~~ica!(s) necessary for the nanufacturing of the Dru§s, 

as required by the Licensee, at a price no less favourable than 

the price usually charged by tha Licensor and other equivalent 

sources for the same ingredients. 

g) Improvements 

The Licensor shall communi~ate to the Licensee. uithout delay, ar.y 

improvements, rationalizations and other technical changes in ite~s 

indicated above developed by or otherwise knoun to and applie~ 

by the Licensor, dur~ng the lifetime of this agreement. 

h) Excluaivity of this agreement I 
I 
I 

The Licensor shall provide items referred to in this agreement 

exclusively to the Licensea and to no other party in the Licer.see'~ 

country • 

. 
2) 06LIGAT!O~S or THE L!CE~SEE 

a) Lu~c sum/r~v2lt!ss 

(See Introdu~.tior, para d. ) 

• 
b) Consideration for technical assistance bv Licenser 

The Llcensee shall bear travel expenses of t_chniciar.s send by the 

Licensor in conformity with c:ause l(c) and uill recognize a f:e of 

•.••••..•• per day-man of effective work performe~ at its plant. 

c) Confidentialitv 

The Licensee shall keep secret during the lifetime cf the agreern~nt 

the technical information recaived from th~ Licensor and spacificall 

indicated by the latter as being cf a conf identia! nature, ~rovided 

that this obligation shall not apply to information uhich is or 

becomes publicly known indepa~dently of the Licensee . 
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3) ~se of the Tech"olocv 

Nothing in this agreement shall be inter?retad as di:actty or in­

directly: 

(i) limiting the field of usa by tha Licensee or the technology and 

information received heraunde~ except uith regard to drugs similar 

to the l)t"ugs in the agrtiament; 

(ii) restricting tha usa or such technology and informat!on after 

the axpiraticn of the agreement; 

(iii) prev~nting tha Licansea frcm exporting the Drugs to any 

country, in particular to neighbouring countries; 

(iv) imposing prices ~r restricting the volume of production of the 

Druc;,s; 

(~) designating or restricting the sourcas of supply of intermediats 

and basic chemicals to ba us~d by the Licanseft. 

4) GUARA~lTEES 
j. 

a) The Licensor guarantees that the tachnol~gy and information to ~~ 

transfa~rad in suitable ror the pur?ases or the agreement, and that 

it is correct and complete; 

b) The Licensor represents that an t~a data of signing of this a;r:e 
' mr.nt ha is, to the bast of his knowledge, not aware of :hi:d pa:tiss 

valid patent rights or sinl.ar pratRctian ror inventions ~hi~h ~c~ld 

be infringad by the 1.,se of the technology in accordance ui~h this 

agret·1nant; 

c) The Licensor will indemniry the Licensee from an~ against all 

actions by third ~artias in respect to the inrrin;ament or alleged 

infringement or any patents belon;in; ta such parties which cay ~• 

invol~ed in the manufacture,uae and sale or the Drug~ 



- 17 -

specif lcally agreed upon herein; 

d) The ~icensor shall be liable for c.11y direct loss, damage or injr~z.·e 

arising out of vices or defects of the technology and information to 

be transferred,but in any case such liabiity uill not exceed the 

total amount received by the Licensor in conformity uith para (2} (a) 

e) The Licensor guarantees that the Drugs to be obtat~e~- by the 
rinal produc'-Licensee uill meet the unit ratio of rau materials/and qualit/, .. 

purity, stability and a.:l other standards sjSecified in ....• , 

provided that (i) the technology is properly used in accordance 

~ith Licensor's instructions; and (ii} intermediate, basic 

chemicals and other irputs employed meet the specifications agreed 

upon as indicated in .••••••• Wihtin .....• months from the signir.g 

of this agreement, tests uill he carried out, in the presance of 

authorized representatives of the Licensor and the Li=e~see, in .•.. 

consecutive batches. The Licensor ~ill be'deemed to have fulfilled 

this guarantee if the average of the •...••••• batches produced 

meets the. process guarantee and Drug standards as specified in ...... . 

5) SETTLEME~T OF DISP~TES AMO APPLIC~SLE L~~ 

a) any controversies dr claims betuean ~he parties shall be finally 

determined by the cowpetent courts af the Licensee's country; 

b) This agree~ent is governed by the lau of the Licensee's count=y 

Note: for provisions more sepcifically related to the settin~ up of 

production facilities see Part II of this document. 



~ " , • '.. • ... ~ ' ';,; i, } • ' • ~ " ' ... • .... .; ' • ~ • • . 

ArH!EXES TO A l ICC!SE AGP.E~'.'·~~~JT F':!i1 T:-:E 

~ANUfACTURE or DRUGS A~D DOS~GE FORGS 

I. List of OrJgs (referred to in para. (1) (a)) 

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

III. List of raY materials and intermediates (referred to in 

par a. ( l ) ( f) ) 

!V. Specificatiorfland standards for the guarantee of production 

(refa~red to ~" para. (4) (e)) ' 

' f 
\ 
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PJR!' III 

'l'ha lmc1r-bov shall comprise: 

(a) Ptoucess 

(i) Process dncription, __.17 and detailed buic chemist17 
ot the pzocese; 

(ii) lateri&l balance (block diagr&ll) tor µocess stream inclll~ 
d:iDg chtmicals and ca~11. 'rhese are calculation data 
and not gaaranteed t'igu.res; mmber ot blocJc diClllg?'llm to be 
SUGh to COYer the operat~ range of the unit that is 
variations in qaazrtity and/or qaality of the 15 drags; 

(iii) Frocees tlow-e.heet ( tamlatin~ also composition and pqsical 
characteristics of "the stream); 

(iv) Utilities balance (bloclc diamgra.11). These are calculation 
data and not guaranteed figures. !fmtber of block~ 
as abon; 

( v) Utilities fiov~heet; 

(vi) Mechanical tlov-eheet; 

(vii) Guarazrteed t!8111'9De 

( b) !pi}!!!!lt 

(i) F.qai;aent list and c!ata sheets (tor each it•, duties, sketch, 
material apecit'ications and other critical speci:t"~cations, 
required d:ilMINliom, relnant notes, etc.) 

(ii) Imst:ruents list and data sheets (indicating also the control 
loops); 

(iii) Electrical one line diagram, motor list and data sheet; 

(iv) Pi ping 11lM9cit'ications; 

(..,) ID8Ulatiom and painting. 

( c) Indicative la,yao.t 

(i) Dravinp; 

(ii) Dncription indicating the philosoph,r ot required ~·· 

(' 
\ 

' 
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( d.) Ouer&ti:!g illlrmlc'tiom 

(i) hadactiOll 9Cbednln1 

(ii) ~ azul iniarattoc ior OJ1U'&ti.cm; 

(iii) St&n-.p pic..:.m.r- - tor ild:tia:&. .. ...arattom 
- tor eomwatioml nart-G.p 
- aftv ••rpacy sll:rt~ 

(iT) Som&l. opnoatiall; 

(T) Somal ~ procedm"'M; 

(n) & rpi11C7 ~ proc..-..; 

( ~) ••rpllCJ' pri-!C..tm...; 

( Ti1.1) S&i'et;J' ad. baa.rd8: Ngl:Lla~om mid procedaaree; 

(1%) hzicit;r (inc:JncMnc tL...t-ci.d. treat.mt;); 

(.z) wm-... wmel md. i.~~om wc:becfg)e acevt tcJr 
81*"1t1c im'tracti.on. oa -cti:f mzr, 

(%1) P.rlloaml .. r.pomild.liti.•; 

(%ii) ~ v coutzvl.. 

(c) 

(i) 
(ii) 

Cbmistiz 
Chm.cal. and pb;rsiocbimi.cal. data; 

Specificatiom ot raw •tui&la, imerm.n.iat•, tillishad. 
procmcta ( staDdard8 ad. rac-); 

(iii) Jm.lTtical am t&wti.Dg pt'OCedDns and. i.DstTa.cti.on and list 
ot testing and. azalTtical eqgiimmrt; 

(iv) !oxici't7, a;>liri~V and. hazaod.s; cow ats and data 

( r) Supel"'l'is:ion and ~ o'f 1:lla pan and dnign ot the 
~' which -. be ~ bT the LI~IEEE, tl"l'IR the 
tecl:mical poilrt o'f nw, prior to ci:•1nc1•11:t. 

(g) Suppq o'f iaclrtM1'J' am eqaipwrt, either directq b,r 
the LICEllSOR or 1:llraqh lzia Sllb-ccmt:rscion abject 
to the tol.l.oving: 

(i) !ha LICJl'EOR 8hall impect all 1:1-a mcbimr;r and. eqai~ 
before it ia pacbd &11'1 •lzipped. ·;o the project area.• 
'rha impaction shall be pa~o:mecl iJl the project area and 
all cons iJl ~cm therevi th shall be soleq tor the 
accomzt ut the I.ICEllSCJll. 'rhe L.!CDIBOR s.aall adri•• th• 
LICEE2I at 1..n om ( 1 ) month iJl adw.nca {to the utat 
po8rible) ot all 8ach il.~cma ad. tho LICEISI:&: shall 
haft the ri.pt to haft om or 110re ot 1 ta repreaeata:t'i:ns 
to 1d.twa the 1.mpactic,m. It at the isau ot the in­
•pac't:lom, the -chiner,r and. eqai~ &Zlli/or -.. part 
thereot' 1• toad. to be detec:ti n or nut iJl accordance vi th 
the relnazrG apaciticatiou, thcl I.ICEIEOR shal:, With all 
•PHCl and at lzi• atm con and a:p9Z1Se, mke gDod. such 

!/ Po-r the paz'p09U ot tbia docaawat, "project &rM" mew the place 
a.re proda.otion :aciliti• an t., be •et up. 
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detect or detlci.ency, or UTllDg'8 tor the repl~• s l't of the 
:i6fective mcbi.Der,r and equi~. Thereaftdl", i:t LICEEEE 
so requires, the imlpectioms Bhall be repeated. and this at 
no coat to LICEEiZ; 

(ii) ?he LICDEOR shall be reapomsible tor~ tor 119clti.Dg, 
iDsaraDce and shiPl!llR of the msrbi net'7 and eqaiimmt to ta 
project &re&. !he LICEISOR aacertaiml that the •ch]nel'J" ud 
eqa:i:pmmrt is packed ill accordece 1ri. th the belrt""41Rablisbed 
practiCM SO as to protect thaa tl"Ca d••p dl:lriDg shipmMit 
under cond:itiom lllbich ~ Um>lve mltiple budHng, tu.na­
port b;r ship, rail and. road, storage. ezpollQl'9 to beat, 
moiriare, rain and. poaaibili't:.T ot pil:terap. Shi.tmmrt ray be 
made ill one or more eomigments. !he achinet'7 aDd equi~t 
sha.11 be srked and dispatched according to the imrtrw:ti.ODS 
contained in llbich ia a'ttachecl hereto and ad.a a 
part hereof. All coats in cozmczi.ozi with the tonardillg, 
shipping and iDsaraDce ot the -ch1JWT,T and eqai~ f'ram 
POB LICEllSOll port of abi.~ to the project area are to be 
paid aeiarateq b;r the LICEllSEL II' a sa:i t&ble carrier 
carrier camiot be foam 1ri. th:ill J> dqa tram the ti.IMt the 
eqai!Jll9lrt is read\J' tor abi.P1Ct, the LICEl!DJR shall be at 
liberty to -.Jee the shi~ b;r another convemezrt carrier, 
at LICDSEE's expaae. 

(iii) The LICEBSOR shall alee a diligent effort to imRL1'9 the 
machiner,r and eqai~ against all loss and dmge tram tba 
mcment it is delivered POB LICEllSOR's port of shi~ until 
yaka-over o't the plazrt b;r LI~ at Llt;EllSEE•s cost. In 
sach case such comprehemlive iDsurance is not possible, 
LICERSOR's reaponsi.bilit)" Will cease when he baa inBUred the 
eqai.i-ut up to deliver,r at port of art17, ill tLe comrtX')" of 
the LICDISEE. 

(iv) !he Contractor a.ball be responsible for establishing the 
perf o:mazice o't the Pilot Plant by •ans o't performance tests. 
The test nm( s) period( a) aball be ad.equate to ensure con­
timowl Pj.lot Plant operatiozi. !he test nm( s) shall be con­
sidered to have been performed. auccesetnl~ when the perfom­
ance gaara.nteea sti.pilated in ~ph (l) hereinafter have 
been mt. In ·i;he event the Pilot Plant does not meet the 
petrfomance ggarantees, the atipilation of paragraph (l)(iv) 
hereinafter shall appq. 

( v) The LICEllSOR guarantees that the •chiner,r and eqaipM!rt 
supplied througtl him under this Contract are new, of appropriate 
design and iam.t'acture, tree tram detects ill material and work­
mnsbi p and aui table for the tuka agreed between the no parts. 
The LICEEOR undertakes to r1•1q, at his sole coat and e~ • .ae, 
&f!7 detect renl~ tram :taul:Q- •ch'Jner,r and equi.PMDt design, 
poor •ter:l.ala au1/ or ...,Jimwn•h:.I P• I:t, for the pa.rpoae of 
repa.iring &JV' eqai~, nch equiiaen't bu to be transported 
tc LICEIEOR'a comrtr,r and. returned. to LICDSEE's ccnmtr,r, the 
cost of tr&DBportatiozi both 979 betwen the project site and 
LICESSOR '• port o:t mtr,r ahall be to tm accomrt ot' LICP2EE. 
The abaft proYi.aiozi will appq, to the mat appropriate, 
also with re•pect to repl&cemcrt; o:t ~ eqaii:meJit or part. 

{ 
\ 
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{vi) ~e guarantee referred. to in ~ {g) {v) hereinb9'f1re 
•hall c .. e on the dq ot the succ•llhl completion ..,f the ~lant 
-pertormnce ten• referred. to in ~ {g) {iv) hereinbtrf.,re. 

(rii) In the cue ot equipmcts or parts S1ll'Plied in ~lacement ..,f 
det'ec"tiTe equiimen1: or parta, respectively, the guarantee ?~~ 
shall be 12 mn"tb tl"Oll the date ot shii:-mt fro• the mnuf'~P.'s 
plmrt, bu1: in uq tml!D't, nner l•• than the time required to 
properly t...t, once iDS'talled, in tile case ot dela)"8d. or lost 
shipmmrta. 

(7iii) In order to be able to avail itself ot i1.s rt«Ms in this ~nne%ion, 
LIC!iiSEB s.ball notif'7 the LICEllSOR in writing, withou't undue delay, _ 
ot a:117 d.t'ec1:• tha1: have ~eared and shall give the LICEISOR 
mple opportun.i't7 to inspec"t am remq-, aa ~ro~ri.ate, all such 
detects. 

(i.%) ill det'ctin parts replaced b7 the LICllSOR shall become the 
property ot the LICWWW, anl •s the LICEISOR decides to 
absn"on th•• In err enat, LICEllSEl5 shall aaaae 110 ~nsibility 
repr4ing the storap or sat~ing ot such parts. 

(x) Uthe LTCEIS'lll reta.• to taltil hid obU.ga1:iona unr:ler ~~ 
{g) {v) :i.-.inbetore or tails to proceed. with due dili~ce with 
the repair or replace1KZ11: ot dtrfec"t'ive equi:pment or ~(s) 
therot, atter ha-r4.ng bem required in vri ting by LICEISEE tn do s..,, 
LIC:USH •7 ~ee with the neceasar;r repair ar re~lacement work 
uxl this at the LICEISOR's sole ri.sk1 cost am. ~ense. LIC]3SEE 
shall, amler such circumstances, be obliged to take all reas~nable 
s1:9p11 to hold such repair/replacements coats to a !llinimum. 

(%1) The LICEllSOll's liabiliV amler ~ {g) (7) hereinbet~re 
sbll &l'Pl7 only to detect~ that a~ tmd.er norml c...,nditbns 
,,f 011erauons. It do• not cover detects due to causes arising 
f'ro11 f'aul ty •intenance atter acc~tance of the ?lant by 
LICEllSEE or t?ooa eqtU.i-aent alterations c:; .rried. out without the 
T..ICEllSall' s vrit"ten agre•ent, or from r~ carried out by 
LICEllSl!Z in ciiareprd. ot the imtrt1C1:ions found in the •intenance and 
repair wmtals by the LICEllSOR am/or other written instructions, 
nor shall th9" cover 110rml wear and t11&r ot the equipment. The 
LICEll50R's li&biliV do• 110t a~l:r to detects arising out -,f 
•teri&ls ?!'OV'idecl b7 the LICDSEB. 

: fh) nemoa.stnr.tionJ'rraining 

u part ot the serrtc• uxl equilJllent reterr9l to hereinbefore, the 
LICEISOR.shall proYide, in the Project !re& and. at his !Jome Office, 
such persormel serrtc• and. facilities aa may be necessary tor: 

(a) nec•ar;r and adequate demonstration to LICEllS!Z' s ?ersormel 
during the Plant •t&blishmeat aD!. comisaioning ..,perations; 
and. 

{b) th• tn:.ining at the LICEllSOR'• facilities and/,,r any .,ther 
faciliti• arnqecl b7 the LICEllSOR in his country .,f 
LIC!ISEt' • penoanel u for a total of' engineer days. 
In addition, the LIC!ISOR •hall receive the LICEllSEE d.nigners 
for the co-ordination of' d.•igning work. The maximum stay ~t 
the LICDS!Z d•igners will be engineer d.a..n. 
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(i) f?rsonnel Services 

(a) 

(b) 

(c) 

(j) 

( 1) 

For the perfonnance of his obligations under this Contract, the 
LICD'SOR shall make available a total of man-months 
of service as tallows: 

man-months of service in the Project Area shall be ";:>Mvided 
by a team com-pris~ a Team Lead.et and othe:... '!)ersonnel , as named 
in paragraph (j) (1) hereinaf'ter. A ~nth of service in the 
Project Area is defined as a period of time equivalent t . ., a 
calendar month of six (6) working daT-1 per week and eig!it (8) 
working hours per day-. 

man-months of service at the LICER'SOR's Home Office shall 
be provided by a team comprising the personnel named in ?~nh 
( j ) ( 1 ) hereinafter, and any other staff' members whom . ..ie 
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 si:r (6) workin.15 
days per week and eight (8) working hours per day. 

In addition to the oersonnel services referred to in sub-oaraa:Tachs 
(a) and (b) of this. paragraph, the LICENSOR shall pr·rride,. at - -
his Home Office, such other personnel and technical facilities 
as may be necessary for the back-stopping support tn the pers="nnel 
a.~signed to the Project Area. 

LICENSOR's Personnel 

The personnel to be provided. by the LICOISOR and the duration ?f 
their assignment in the Prone~t Area and/or the Home Office shall 
be as follows: 

Name Field of Activity 

. . . ,. ........ ' ' .. . 

Duration of Assi~ent 
(man-months} 

Project Area/Home Office 

........................ 
(2) The personnel set forth hereinbefore are considered. essential for 

the work to be performed. U.."lder this Contract, accordingly: 

(a) prior 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 'Jitae of the 'OM~sed. 
replacement personnel to permit evaluation by the LICENSEE of the imnact 
which such personnel replacement would have on the work ~r~.gramme; 

(b) no personnel replacement shall be made by the LICENSOR with~ut the 
prior written consent of the LICENSEE, and in anY' event the LICENSEE 
shall be obl:i.ged to renly to the LICENSOR•s nomination(s) within 

da;ya of receipt of the same. 
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(3) The LICEllSOR's Team Lead.er sbaL. be r99-ponsible tor m.suri.n.g 
thatthe wrk in the Project Arei.. is performed in accordance with 
the terms of this Con+.ract and for superris:ing, directing ami 
co-ordim;:ting the LICEllSOR' s other personnel :b the perfcn-,.nce 
of their duties. 

(k) 

Pro,.·ide at his production facilities in LICE3SOR's country, such 
engineering and technical serrices, personnel and. tacil i ties as 
rray be necesa&r!' fer: 

( i) the training of designers' :!l'om i.ICEltSEE. During 
this stage of training, the LIC!2iSOR shall, in ?articular, assist 
the trainees in their design work. The duration of the training 
shall not be less than month consisting 1f no less 'than .:'i·.."e 
(5) workillg days per week and eight (8) working hours per day. 

(ii) the on-the-jo~ training in the manufacture of the drag -,f 
technicians from LICEltSEE. The duration of the 'ln-the-job 

tra.inin~ shall not be leas than calendar months as defined 
in item (i) hereinbetore. 

The schedule and contents of the two U) training prograAlllles shall 
be agreed. upon, in due time, between the LI~OR, and LICENSEE. 
Licml'SEE aml the LICEllSOR ~e that the cost .,f the traineea' 
lood aml board. whilst in LICERSOR' s country, travel trim L!CENSEE' s 
country to LICERSOR' s countr.r and return aml ·Jut-of-~cket 
expenses shall be borne by LICE!S:EE. 

(1) Process Demonstration and guarantee 

(i) Provide :.ll the engineering and technical services and '!)ers,,r.ne! 
as well a.a the eqaipment req11ired. to demonstrate the Dru.g producti::>n 
process and prove the guaranteed. results and efficiencies of the 
Know-how. This demonstration shall be 'ifitnessed by LICENSEE's 
and LICENSOR' s representatives and shall be carried out and 
satisfactorily- completed. no later than 

(ii) Provide all tl. ' engineering and technical services and pe~onnel 
required. to da. Ttrate the Drug production process a.t the LICENSEE' s 
~aciliti:..s in the Project Area and to prove the guaranteed. results 
and efficiencies of eacb step of the Know-how. This proceH 
demonstration shall be ca?Tied out in three (3) consecutive batches. 
The LICENSOR shall be deemed. to have fulfilled his obligations under 
thi: Contract it the average of the three (3) batches pMduced. meets 
the process guarantees and Drug standards a.greed before. The 
protocol setting t"orth the reaul ts of the process demonstrati!')n in 
the Project Area shall be subject to the verification ~r~ and 
approval. by the LICENSEE. Prior to the commencement -,f the ?Mcess 
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 sui tabl;r trained. personnel. 

(iii) The LICENSOR warrants that after the test nms. the plant installed. 
and commissioned. with the LICER50R's assistance and sunervisinn and 
in accordance with the S!)eeifications, instructions, operating 
manuals and other reasonable recommendations furnished by him, is 
C&9&ble ot' performing as follows: 
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(iv) If' for reasons solely attributable to the LICENSOR, the guarantee 
figures set forth in ~ph (iii) hereinbet5Clft are not reached, 
the LICENSOR shall at his own cost and expense, correct ,,r 
modi.f'y' any faulty engineering snpplied by him. If' either re'!)air 
in LICENSEE's country or replacement is necessary for the purp~se 
of fulfilling the above perfonnance gnaranteeE, th<> ?r,visi·ms ,f 
paragraph (9) (v) hereinbefore will apply. A~ter execution ,f 
these correct ions, mod if ica t ions , changes, repairs and/., r 
replacements, which shall be carried out by the LICENSOR wi th~ut 
delay, new perf'o:rmNlce test runs shall be carried '1Ut. 

(at) LICENSOR' s General Res'DOnsibility 

In addition to the services, equipment and machinery specified to 
be su13pl ied. under this Contract, the LICENSOR shal.l supnly such 
other engineering a.nii. technical services and ~ersonnel which, 
while not specifically provided for hereunder, are implied by 
generally accepted. pYoOfessional standards. 

(n) Pl.3?1t take-over by LICDSEE 

After satisfactory completion of the Plant p~_"formance tests 
referred to in paragr>:i.ph (1) herein before, the LICENSOR shall hand 
the Plant over tc LICENSEE and LICENSEE shall take the Plant -,ver 
from the LICENSOR. A proper hand-over/take-over certificate hall 
stipulate, inter-alia, that the Plant has satisfact . .,rily ful..'illed. 
the performance tests and met all ~ontract guarantees up to that 
period. A list of defects observed. during the staM-up and 
commissioning of the plant will be made and a.greed upon at the ti~e 
of hand-over. In case of defects which can be r~edied with parts 
or mat1?rials available in LICENSEE' s country, the defects shall 
be rectified. within one month. Where parts have t0 be import~-d., the 
LICENSOR shall exerci3e all due diligence to effect r~essary 
repairs as soon as possible, in any case within a ?er~1d ,.,f six 
months. 

If for any reason such rectification is unlikely t0 be completed 
in less than six months from the date of completion 1f the sec~nd 
test run, the LICENSEE may at its iiscretion decline t8 accept 
LICENSOR ~".!conmend.ations and in the event, the last test run c~mpl eted 
or any subseqtlent test l'U?l carried out on the re~uest ,f the 
LICENSOR within a period of six months from the date ,f c~mpleti.,n 
of the second unsuccessful test run shall be treated as final f.,r 
PU..""'?oSes of wo:i:·king out any compensation that may be payable by the 
LICENSOR to the LICENSEE in accordance with para.gra.ph(o) here~f. 
In any event, LICENSEE shall not be o bl iis~ to take over the Pl ant 
until it is ~eamed 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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( 0) Coamensatio!l 'by the Lit ~O~ 

In the event the LICDSOR is unable to demonstrate the tul.filment 
ot the aforesaid. guaratttees in a test ran for reasons at'tributable 
to the LICDSOR, the L!~OR shall pay to the LICENSEE by vay ~f 
comp~tion an amount arrived at as follow: 

(i) ID the event the final test run shall indicate non-1"'..xl.filment '.lf the 
gaarsntees in regard to productic;n gaarmteed, the LICDSOR shall 
pq to the LICEeEE in compensation an amount of per 
every 1% or frac'tion 1Jf 1% of the deficiency. 

(ii) In the event the fi'l&l. test run shall imiicate non-tulfilment '>f the 
guarantee in rega.""d to consumption of , the LICERSOR 
si.Ll pay to the LICDSEE in co:ipensation an amount of i;>er 
every 1% or traction of 1% of the exc~s consumt1tion. 

(iii) In ~ event, the LICE950R shall be responsible for all expenses 
incurred by the LICD'SllZ to COI'!"ect ~ defect attributable to th6 
LICE'llSOR: 

(. 
\ 
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