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0oooao
#* 1.
—_——— BEINE | RBRESWERER
IRAI 2 (me) £E5& (mg) #iPH (mg)
(% LHTD) (o LHTD)
23 1.25(LHTD | 1-1.5 (LHTD ®
RYNMBET BT B D 50%) X1 | 40%-60%) X 0
1.65 (LHTD | 1 5.2 (LHTD ®
7 66%) 60%-80%)
e E T Ry 25 12.5(LHTD | 10-15 (LHTD @
D 50%)XI | 40%-60%) X i
165 (LHTD | 1520 (LHTD O
7> 66%) 60%-80%) 20
EFRZooFroFR 12.5 6.25 (LHTD | 5-7.5(LHTD ®
D 50%) XN | 40%-60%) X I
8.25 (LHTD | 75.10 (LHTD @
D 66%) 60%-80%)
A AT R 1.25 0.625 (LHTD | 0.5-0.75 (LHTD @
7 50%) X1 | 40%-60%) X i% 20
0.825 (LHTD | ¢ 75-1.0 (LHTD @
7> 66%) 60%-80%)
AR H 75 37.5 (LHTD | 30-45 (LHTD O
7 50%) X1 | 40%-60%) X i
49.5 (LHTD | 45.60 (LHTD ®
D 66%) 60%-80%)
=8 T i o 20 10 (LHTD @ | 8-12 (LHTD ® *
50%) X 13 40%-60%) 3 |
13.2(LHTD | 12-16 (LHTD @
7 66%) 60%-80%)
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#* 5.
5 L~ HETE (95% CI) P-f&
LB R O-2kR 7 0.0004
=8
X4 BP (95% it B 1774 =
CI) (174.4 - 180.3)
MAE 1 1721 =
(169.3 - 174.9)
HAEHE 2 169.0 -
(166.1 - 171.9)
MG 3 175.4 -
(1555~ TERE)
AL D K W vs fLOShH 53(87-18) 0.0048
1
XTI vs MlA G dH BAE115-50 <.0001
3
X HE vs fHLAS 20(-56-1.7) 0.2663
3
FHAEHHE 1vs fil -3.1(-6.5-0.3) 0.0720
BHEHE2
A 1vs #H 33(0.3-6.3) 0.0342
B 3
Ao 2 vs KL 6.4 (3.0-9.8) 0.0009
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FHIPILE 10 8-12
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A NP F 495 45-60
HLE G
RUNMBT AP B 1.65 1.5
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FLRY H
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Box No. I Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following
Teasons:

1. I:‘ Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

the subject matter listed in Rule 39 on which, under Article 17(2)(a)(i), an international search is not required to be
carried out, including

2, I:‘ Claims Nos.:

becanse they relate to parts of the international application that do not comply with the prescribed requirements to such
an extent that no meaningful international search can be carried out, specifically:

3. I:' Claims Nos:

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4{a)

Bex No. III  Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This Intemational Searching Autharity found multiple inventions in this international application, as follows:

Sece Supplemental Box for Details

As all required additional scarch fecs were timely paid by the applicant, this international search report covers all
searchable claims.

As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite
payment of additional fees.

[ P [

As only some of the required additional search fees were timely paid by the applicant, this international search report
covers only those claims for which fees were paid, specifically claims Nos.:

4. I:l No required additional search fees were timely paid by the applicant. Consequently, this intemational search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest I:I The additional search fees were accompanied by the applicant’s protest and, where applicable,

the payment of a protest fee.

|:| The additional search fees were accompanied by the applicant's protest but the applicable
protest fee was not paid within the time limit specified in the invitation.

I:I No protest accompanied the payment of additional scarch fees.
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Supplemental Box
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This International Application does not comply with the requirements of unity of invention because it does not relate to one
invention or to a group of inventions so linked as to form a single general inventive concept.

This Authority has found that there are different inventions based on the following features that separate the claims into distinct
groups:

* Claims 1-21 ancl 40 are directed to a copmosition comprising 40-80% of the lowest therapeutic dose of an angiotensin IT
receptor blocker, a calcium channel blocker and a diuretic. The feature of providing a low dose combination therapy is
specific to this group of claims.

*  Claims 22-39 and 41 are directed to a composition comprising telmisartan, a thiazide diuretic and a caleium channel
blocker at a dose of upto 150% of the lowest therapeutic dose. The feature of providing a combination therapy comprising
telmisartan is specific to this group of claims.

PCT Rule 13.2, first sentence, states that unity of invention is only fulfilled when there is a technical relationship among the
claimed inventions involving one or more of the same or comresponding special technical features. PCT Rule 13.2, second sentence,
defines a special technical feature as a feature which makes a contribution over the prior art.

When there is no special technical feature common to all the claimed inventions there is no unity of invention,

In the above groups of claims, the identified features may have the potential to make a contribution over the pricr art but are not
common 1o all the claimed inventions and therefore cannot provide the required technical relationship, The only feature commaon to
all of the claimed inventions and which provides a technical relationship among them is the combination of hypertensive agents
angiotensin II receptor blockers, diuretics and celcium channel blockers.

However this feature does not make a contribution over the prior art because it is disclosed in:

Dl at least

The first invention is directed to lowering the doses of each agent in a triple therapy, and invention 2 is directed to the benefit of
telmisartan, a thiazide divretic and a calcium channel blocker over other triple therapies, a similar loasartan triple therapy. The
combination of these hypertensive agents is well known in the art, and as such, there is no common technical feature to link these
inventions.

Therefore in the light of this document this common feature cannot be a special technical featre, Therefore there is no special

technical feature commen to all the claimed inventions and the requirements for unity of invention are consequently not satisfied &
posieriori.
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