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Seæores 
SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO 

DELEGATURA PARA LA PROPIEDAD INDUSTRIAL 

DIVISION DE NUEVAS CREACIONES 
E. S. D. 

REF: Expediente No. 01 001.317 - Solicitud de Patente de Invenciôn a favor 

de ASTRAZENECA AB 

Titulada: FORMULACION FARMACEUTICA DE LIBERACION SOSTENIDA 

ADAPTADA PARA ADMINISTRACION POR INYECCION 

JUAN PABLO CADENA SARMIENTO, vecino de Bogota, portador de la tarjeta 

profesional No. 57492, obrando como apoderado de la sociedad 

ASTRAZENECA AB, domiciliada en Sodertalje, Suecia, segün lo acredita el 

documento de poder presentado en esa Division, dando alcance y COMO 

COMPLEMENTO a mi escrito de RECURSO DE REPOSICION radicado el 28 

de mayo de 2009, me permito allegar los siguientes argumentos: 

Queremos transmitirle al Seæor Examinador que hemos notado que el aceite de 

castor hidrogenado (divulgado en el documento D3) no es un vehiculo de 

recinoleato tal como se define en las reivindicaciones de la presente solicitud. 

El tØrmino ’vehIculo de recinoleato’ se encuentra claramente definido en la 

solicitud originalmente presentada como "un aceite qua tiene una proporciOn de 

(por /0 menos 20%, 30%, 40%, 50%, 60%, 70%, 80%, 90% 0 95% w/v) de su 

composiciOn como triglicØridos de Æcido ricinoleico". 

En contraste, el aceite de castor hidrogenado consiste principalmente de 

triglicØridos de Æcido hidroxistearico (esto se puede confirmar en el documento 

D3 en Imnea 23 de la pÆgina 13 y hasta la Imnea I de la pÆgina 14). De hecho la 

fracciôn de Æcido graso de los glicØridos de aproximadamente 86% 12-

hidroxistearico ªcido y aproximadamente 14% Æcido esteÆrico (ver el extracto 

de Fiedler’s Encyclopedia of Excipients, 2002 anexo). 
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De esta manera, podemos concluir que el D3 es irrelevante en cuanto al nivel 
inventivo ya que el aceite de castor hidrogenado no es claramente un vehIculo 
de ricinoleato dentro de las reivindicaciones de la presente invenciOn. 

Nos permitimos presentar este argumento tan contundente con los soportes de 
prueba de que el mencionado "aceite de castor hidrogenado" en D3 
simplemente no es relevante en cuanto a las reivindicaciones de la invenciôn. 

Por lo anterior, muy comedidamente insistimos en la reconsideraciôn del nivel 
inventivo de la invención por parte del Seæor Examinador. 

De esta manera solicitamos respetuosamente conceder el beneficlo solicitado. 

De Ia seæora Jefe atentamente, 

JUAN PA 0 CADENA SARMIENTO 
. C.C. No. 80.410.337 de UsaquØn 

Cra 7 No. 71-21 TORRE B - Piso 4 

Bogota, D.C., jun10 de 2009 
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iii key Red Oil) through sulfonation. 
Hr ;iI\ ormed by reactions at the hydroxyl 

tip: �jeli l0’centied. castor oil through dehydration; 
.ide,i:li tie acid through hydrolysis and distillation, 
tei, -iew oi eipr I alcohol by treatment with sodium 
Iit\iite. :’idec htnic acid and heptaldehyde through 

ii etiiieJ castor oil through halogenation, 
tied c.ii it] during alkoxylation, alkyl and 

Iii le 1" itil phosphate esters by transesterifica-
I inke Red oils through sulfalation. 

ii t 0 ilartuiI lycetides can be obtained syntheti-
Ow ertoiion of C. fatty acids or glycerinolysis 
I lie’ ii t, ’epurated and identified using TLC (R. 

..er I .-lie, Seiko, Anstrichmittel 82, 257 [19801). 
I ii lie irii formed to acylated C. 

ii : :eeed with olive oil glycerides in an Un-
I i ( Iceride esters are obtained which 

in tire properties (S. Hoshizaki and T. Suzu-
Jillmi,  !’kti FIbkyo Koho 78.148.543 of 27.5. 77/ 

I I >: \. 90. 142065 [1979]). By addition of 10�
II 0 lie prence of H2W04 and heating, C. or 

lolow it,it eierx can be converted into hydroxylated 
ltieI tilt 0)0k ipprox. 300 and IV approx. 30. The 

)hkliItS are recommended for the nianu-
nrc .1 sinele igents (Japan. Kokai Tokkyo Koho 

I ?{/8. 8.79; C. A. 92,82234 119801). 
’liii into P I orciiz describe the manufacture of a C. 
it Ii dioc:nied ’ttor oil and lauric acid. The final 
tie itis I hut ’ iscosity, is stable to oxidation and 

I tideitil l lie skin (Ger. Offen. DE 3.243.017 of 
A. 101,97493[1984]). 

t(iIs. \ t.iiniliiiunng hairspray which contained a 
’irmletiftor nil its an emulsifier, and of which ap-

itt iiiii ’crc sold between 1979 and 1980, 
ees iii dermatitis which were attributed to the 

1 stillujietl castor oil (L. B. Fisher and B. Ber-
Oermaw is 7, 339 [1981]; Toxicol. Abstr. 5, 

iu I 1) 

tor oil. ii linxvlated 
’inpittir h. ’I Iciuxide, 4Intrasol 6009, 1Lipal (9 C, 

nil 0 

S. Vilabik-Kas et al., Drug Dcv. Ind. 
h): C. A. 96,223121119821. 

\einiliii: I tV Scholtan (DAS 1182 388 of. 31. 
’I (641C i also suitable as a solubilizer for 

noieate i,rtexndui r-u), U tJ.’.)i, W1UI l,Jd1WII) , 

viscosity (25°) 20 cSt, sp �1,7°, AV 2, SV 275, OHV 5, 
IV 68, plasticizer for nitroceliqiose; propylene glycol 
monoricinoleate (Flexricin 9), d 0.960, color (Gard-
ner) 2, sp �26,3°, AV 2, SV 159, OilY 288, IV 77, wet-
ting agent, solvent for coloring substances, plasticizer for 
waxes. 

Castor oil, hydrogenated 
(CAS 8001-78-3). Product obtained by catalytic hydroge-
nation. - Castorwax, Cenwax G, Cerinol, Cerosein, 
Cetynol, Cutina HR, Hydrofol Glyceride 200, Opalwax 
and Rulanit. 
Properties. A white to slightly yellowish, fine powder 
with weak characteristic odor (°Cutina HR. Sterotex K), 
white to slightly yellowish flakes or beads (Ceroxin) or a 
wax-like, pale yellow solid (Castorwax, Opaiwax, Cen-
wachs G, Cetynol). Monograph on hydrogenated C. for 
the Italian pharmacopoeia (R. Allegri et al., Boll. Chim. 
Farm. 120,557 119811 [it]; C. A. 96,745447 [19821). 
Product data. The fatty acid fraction of the glycerides 
consists of approx. 86 % 12-hydroxystearic acid and ap-
prox. 14 % stearic acid. Density approx. 1.0 glml, bulk 
volume 2.05 ml/g, tapped density 1.72 ml/g, soluble in 
chloroform (approx. 10%), acetone, carbon tetrachloride, 
insoluble in water, water content approx. 0.1 %, melting 
range 80-85°, AV < 5, SV approx. 180, OHV approx. 
150, IV <5. 
Uses. FDA classified C. as a foodstuff. Hydrogenated C. 
is used as an excipient for tabletting or generally as a con-
sistency enhancer. According to S. Braig and E. Edel-
mann hydrogenated C., added to tablets in a concentra-
tion of 10 %, prolongs in vitro tablet disintegration time 
by a factor of 20 to 200. In in-vivo tests with these tablets 
(measurement of acetylsalicylic acid degradation prod-
ucts in the urine) it was found that C. produced a statisti-
cally significant increase in the retention time of the ac-
tive constituents (Pharm. Ind. 38, 1178 11976]). 

Castor oil, hydrogenated and polyoxyethylated 
Cremophorfi WO 7. 

dant authorized by FDA), c 
viscosity (25°) 750 cSt, AV 
sp _23,30. �  Mp Oil (supt 
(Gardner) 1, d5 0.959, vi 
SV 180, OHV 164, IV 86, s 

Castor oil, sulfated 
(Turkey Red Oil, American 
so], ’Aviml 130, Hydrosol 
and TRN, °Monopole and ] 

Castor Oil USP 
(NL Ind.).Trade name fora 
the requirements of USP. H 
able as an ointment base (I’ 
32,139 [1970]; C. A. 74,7! 

Castorwax 
(Rheox, NL J&L) (CAS 800 
drogenated castor oil; its 
tri(12-hydroxystearate), a h 
less and tasteless wax whic 
waxes; d25 1.023, mp 86-8k 
180, IV 3, OHV 159. C. car 
other wax. - C. MP 70, tn 
castor oil. Same compositi 
180, OHV 158, IV 38, mp 
and odorless and can be pr 
C. MP Be, also a hydrogena 
tion as C., d 0.99, AV 2, S. 
tically odorless and tastele 
any other wax. 

Castorwaxfi NF 
(CasChem). Trade name for 
drogenated Castor Oil; CA 
to the requirements of NF. 
Product data. Thin flakes, n 
880, flash point 3160, AV 2 
Uses. Ointment constituent 
with a high mp is required. 

Castor oil, hydrogenated and sulfated Castorwax, partially deh3 
Hydroxystearic sulfate, SHCO. Paricin 32. 

Castor oil laurate, hydrogenated 
C�aCetiol T 1500. (NL Ind.). Trade name form 
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