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#&(aLSmean® 90%15 FE B ST (%)
NG A—& KRN TREA 189D B
- C.V. (%) (1. 2mg) (2mg) (%) TR kIR
(n=16)" (n=16)"
Crax 21.9 2633.0 2840. 9 92. 68 81.48 105. 43
AUCo-r 21.6 702.0 831.3 84. 44 74. 35 95.91
AUCq-co 20.6 767. 1 914. 1 83. 93 73.90 95. 32
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PAUC gkl OV TIEIn=15
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#£3: 7THEVY COMEESTOME (JBEB v s RED)
#&fmLSmean® 0% EHE RS (%)
INT A — K KRN 1R7%B 169D ke
— C.V. (%) (1. 36mg) (2mg) (%) TRE a5
(n=15)" (n=16)°
Chax 21.9 3203. 8 2840. 9 112. 77 98. 85 128. 66
AUCo-1 21.6 917.1 831.3 110. 32 96. 54 126. 06
AUCo-oo 20.6 990. 0 914.1 108. 31 95. 06 123. 41
THAIIE, CuaxPFEAp g/ mL, AUC, t1HPAUC, «DPHApg - h/ mLTHD

PAUC - 1T EVAUC g wlZ2WWTiEn=14
CAUC g—olZDOWWTiEIn=15
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x4 7HELVY COMEHEITOME (5 C v sRED)
4 (aLSmean® 90%(E #ERR ST (%)
INT A—H PSE-a) 167 C 169D 154
— C.V. (%) (1. 6mg) (2mg) (%) TR LR
(n=16) (n=16)"
Cax 21.9 3740. 0 2840. 9 131. 65 115.74 149. 75
AUCo-r 21.6 1039. 6 831.3 125. 05 110. 11 142. 03
AUCp-co 20.6 1115.5 914.1 122. 04 107. 78 138. 18

“HAZIE, CunaxPHFEDP g/ mL, AUCo- 1 KRPAUC--DHED g *

h/ mLTh?b

PAUC -l TiEn=15
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INTRA—H— AERE - B AR - R

din THEWY ¥ TYHELY

GEYEs 8mg/mL Img/mL

s BT SRR R %2 BRR R R %2
o FEFE A (S AR A FESTE S A A

®EHE 1. 28mg (0. 16mL) 2mg (2. OmL)

5 RE BTES (EFR) BT s (EER)
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B—CD)
3%~V =hr—
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- a 0% AT UM EAEIRT
52—y | x| FE(TLSmean e %) Bre ®%)
—  levw|[ Hm zEEm]| ® )
ias g TR TIR TR TR
FDA TPD

AUCO*INFb

Cmax

AUCo-¢

31.0 | 3447.6  3193.4 |[107.96 95.06 122.61| 108.0 95.1 122.6
28.8 | 930.5 960. 5 96.87 86.04 109.07[ 96.9 86.0 109. 1
A A
22.6 | 1047.8  1038.2 |100.93 91.78 110.99| #HE+ 7 7

OO0 ooooooooo
OO0 ooooooooo
OO0 ooooooo oo

O O0Oo0oogooond

THMIE, Chnax®PHBBEDp g/ mL, AUC,-  LTAUC o 1xnePHEDPE *h,/ mLTHD
PAUC) nrIZ2OWTIEIn=32
CONEFRRIIREFE LI CL > TR S, (FDADOEASII/INEE 2. TPDOBESIT/NEE 1
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1. With regard to any micleotide and/or amino acid sequence disclosed in the international application, the international search was carried out
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a. & forming part of the international application as filed:
B in the form of an Annex C/ST.25 text file.
[0 on paper ar in the form of an image file.

p. O furnished together with the international application under PCT Rule 13ter.1(a) for the purposes of imternational search only in the
form of an Annex C/8T.25 text file.

¢ I fumished subsequent to the international filing date for the purposes of international search only:
O in the form of an Annex C/ST.25 text file (Rule 137er.1(s)).
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O Claim Nos.:
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2. Claim Nos.:
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3. Claim Nos -
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This International Searching Authority found multiple inverntions in this international application, as follows:

See extra sheet.

[ As all required additionzl search fees were timely paid by the applicant, this international search report covers all searchable claims.

2. [ Agall searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
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3. As anly some of the required additional search fees were timely paid by the applicant, this intemational search report covers only
those claims for which fees were paid, specifically claim Nos.:
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[0 The additional search fees were accompanied by the applicant's protest but the applicable protest fee was not
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The claims are directed to 2 pluality of inventive concepts as follows:

Group A - Claims 1-33, 36, 42-44 & 46 {compleiely) and 34, 35, 37-41, 45 & 47-51 (partly) feature a pharmaceutical composition
comprising (i) about 1.23 to about 1.32 mg of trans-3-hexenoylGHRH{1-44)NH2 or a pharmaceuiically acceptable salt thereof at a
concentration of about 7.5 mg/ml or more; and (ii) at least one pharmaceutically acceptable excipient.; and
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2014)] has concluded that a pharmaceutical composition comprising trans-3-hexenoyl-GHRH{1-44)NH2 or a pharmaceutically acceptable salt
thereof at a concentration of about 7.5 mg/ml or more is not new, and therefore there is ne common inventive concept linking the claims
together. The clamms must be limited to one mventive concept as set out m PCT Rule 13.
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