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COLOMBIA

SENORES
DIVISION DE NUEVAS CREACIONES
SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO

E. S. C.
COD: 008
RE.: SOLICITUD DE PATENTE EN COLOMBIA
EXPEDIENTE N° 03058786
TITULO: FORMULACIONES TOPICAS DE BRIVUDINA
ESTABILIZADAS
SOLICITANTE: BERLIN-CHEMIE AG, MENARINI RICERCHE
S.PA

FECHA SOLICITUD: JULIO 11 DE 2003

ASUNTO: CONTESTACION A REQUERIMIENTO OFICIAL

DILIA RODRIGUEZ D°ALEMAN, en mi condicién de apoderada de la sociedad
solicitante, por el presente escrito doy respuesté a su auto notificado por estado de 23
de marzo de 2007, el cual vence el dia 22 de junio de 2007, y adjunto copia del
documento:

o DESAI D.S. ET AL. “Photo-Stabilization of the Tablets of antiviral Drugs
SQ32756BV — Arau and Nifedipine by Incorporation of Syntetic Iron Oxides.”
AAPS (American Association of Pharmaceutical Scientists) Sixth Annual Meeting
and Exposition, Washington, D.C., USA. November 17-21, 1991. Pharm Res
(N.Y). (1991) 8 (10 Suppl), S176. XP001080067."

Solicitado por esa Superintendencia en virtud del articulo 46 de la Decisién 486 de la
Comisién de la Comunidad Andina.

Se proporciona la publicacién completa, con lo cual, ese Despacho pueda proceder a

realizar el analisis de la patentabilidad de la invencién correspondiente a la presente
solicitud.

P-496.



- 1S

|
Clarle, Modet & C°

COLOMBIA

Por lo tanto, se solicita respetuosamente a la Oficina de Patentes Colombiana continuar

con el estudio de la solicitud en curso.
Agradezco continuar con el presente tramite.

Serior Jefe,

Anexo: Copia del articulo solicitando.

P-496.
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Photo-stebliizetion of the teblets of enl ug
{®Bv-arat)) and nitedipine by Incorporation of synthadle iron
oxides. D. 8. Dasal, M, A, Abdeinasser, B. A. Rubitsid, end

‘S. A. Varle, Bristol-Myers Squibb Co., New Brunswick, New
Jersay.

The syrthatic iron oxides are known to providp light
protaction 1o light sensiive drugs because they ere strong
sbsorbers of rediation wavelengths below 400 nm, nd
‘because ey have great hiding power due to thelr high
refractive tndices and high tinclorial capacily. These
properiles of ron wides were uiliized in photo-stabilization
of two Sight sensitive drugs, the antiviral 5Q32766 (BV-araV)
and nliedipine. Light stablily studles on 10 mg potency
acuieols wet gramdaled coro Wwbigts of SQ3275 o
tifedipine formulated with etther 0.2% w/w yellow lron cdde
or without iron oxkle were performed by exposing them
directly to room light andior 400 foot candie Eght.
Subsequant 10 expasure, they wero sstayed for loss in

and [norensa in rvels of degradantn, Ceare teblels
conteining 0.2% wfw yellow lron axide were found to be
more ght stable than those without it. Usling core tablels of
8Q22758, the photo-stabliization effect of 0.2% wiw yolow
ron adde was flan compared with ather tracitiured Night
protedlion measwes such as coating. Inclusion of 0.2% wiw
yellow, red, or biack iron cxide into the core tablels gave
them mora Nght protection than aven an aqueous Opadiy®
white fim comt up 10 11% wiw of core tablet weight.
Futhermars, Inclusion of (.05% wiw red and 0.04% w/w
yeallow Iron addes into oore tablets gava them more light

protection than the inelusion of eithar 0.2% wiw vellow or
red hron oxide.
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INTERNATIONAL SEARCH REPORT

ite  nal Appliestion No
PCT7EP 02/00163

[A. GLASSINCATION OF MATTER
IPC 7 A61K317;0 A61K47/02  A61P31/22

Acoording to Intamafiona) Patent Glasaification (IPC) orto both national casaification and PG

Minimum documentation seerched (deesiestion wystem followed by class ficalion eymbols)
IPC 7 ABIK A6LP

Docurnantation searched other than minkmum documantation to the sxtent that such docoments are inchided in the Balde searched

Elooironic ata bess coniltad during The Intamational search (ane of dala basa and, Whem praclical, eand tams used)
EPO-Internal, WPI Data, PAJ, MEDLINE, 810SIS, INSPEC

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Catagory * | Chiation of docurnent, with indicalion, where apprapriaia, of s mievant passages

Relevant o claim No.

Y DESAL D S ET AL: *"PHOTO ~ STABILIZATION
OF THE TABLETS OF ANTIVIRAL DRUE SQ32756
BY - ARAU AND NIFEDIPINE BY INCORPORATION
OF SYNTHETIC IRON OXIDES."
AAPS (AMERICAN ASSOCIATION OF
PHARMACEUTICAL SCIENTISTS) SIXTH ANNUAL
MEETING AND EXPOSITION, WASHINGTON, D.C.,
USA, NOVEMBER 17-21, 1991. PHARM RES (N
Y). (1991) 8 {10 SUPPL ), 5176. ,
XP001080067
abstract

Y DE 41 22 337 A (CEDONA PHARM BY)
14 January 1993 (1993-01-14)
column 1, line 17-23; claims 1-3

- "

1-13

1-13

m Further documents are lisiad inthe contimiation of box C. IE Patent family members e listed b annex.

* Specisl caiegories of cled documents : T iater document

considered io bo of particular mievance

diietion or sthar spedial rorsan (=8 specliied)
o mmmamﬂm uno, mxhibifion or

document publishec] prior 10 the itsmational fling data but htean

b o but
mgml publehad onor afterthe Intemational X dooumant of partiou

]
*A* document defining the mmum. art which Is not UM“lﬂghm:ﬂlu'l‘I;wﬁnm

tha clalmed inventio
o o mm"

" documant throw doubte on wolve an inventive siep wh
llhbtlhclld %Ilhﬂllllllﬂﬂm % q-m mmhmmmn

dm.lmm
mmmmummm person sidied

later ihan the priority date clakmed *4* docurnant mamber of the sama patent family
Duta of the actual complation of the intemetional seerch Detn of muling of the inlsmational aserch report
21 June 2002 08/07/2002
Name and mafiing address of the ISA Authorized offtoar
Palont Offico, P.B. 5816 Patontiaan 2
NL — 2280 HV
oL (1T k2 T 31861 ot Luangkhot, N

Form PCTARA/Z10 {seocnd sheel) (July 1902
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[ C{Contiramtion) POCUMENTS CONSIDERRD TO BE RELEVANT

Category *

Clallon of Gocumaent, with indicalion,where appropiae, of the relvant passagos

Relvars 1o clsim No.

Y

EP 0 072 137 A (BEECHAM GROUP PLC)
16 February 1983 (1983~02-16)

pagé 1, paragraph 3; claims 1,2
page 4, paragraph 2

GB 2 306 324 A (KAPPA PHARMACEUTICALS LTD)
7 May 1997 (1997-05-07)
page 1, paragraph 4; clains 1-6

EP 1 064 945 A {GODFREY HELEN REBECCA)
3 January 2001 (2001-01-03)
claims 1,8,10

1-13

1-13

1-13

Form PCYASA210 foontirastian of seccnd shaal) {Juy 1963)

2%



A Cn

-0

JO 01 6 ?l"_i;

SRRESRONDIENTESYENIOTRO

Patente Orlginal

11




