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Source: EvaluatePharma® Aug 2016
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505(b)(1) 5 #7= > #7% (NME) > 505(b)(2) 5 2£37= » #7% (non-NME) >
505(D s 2 % o pavd o493 ER > IR EGF KB )23 5]
FERLYTED B LERSFRL ARESY L T EERSE

& fATere » %k o Pharmaceutical Research and Manufacturers of

LA ST OB AT N ATE ,EIJ?:J\, AF oo o F
CERTFRN I FESR G LTy FTEF AN MR- A S
By ® o D HAFES 0 I 500(b)(2) 4 AT ATER LZ T E Y ] G
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FREFF IR Y P T AR CEFAFTTE 0 &

iRy PR lﬁ%’ﬁ”ﬁ%F’“%s\: 5 ¥ ¢ FDA #2537 i 37& B {884 35 £
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NDA Approvals

Bl- ~ % K FDA #7= i» 378 2 L3572 (M 378 BB (9 12t
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20 — . . - - . 25 -
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o B ® e T s H H O H O OH R
0
2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Source: FDA, Carmago Pharmaceutial Services
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&ﬂ,izsiﬁWﬁ@L%ﬁ’ﬂéﬁiwmﬁﬁﬁi%ﬁﬁﬂg
CTRFEMHEAD ot 1995 £47 5 Poesp s ppied £446 2 % 5> 2015
# %ﬁjﬂmiﬁ-ﬁ’ii}iﬁ imi\?‘ s FRER SR B el B 2R 2 2016
EPR TR ERAFHER S RSP 2005 & A HAF LR T
FAE 2005 EFHSE B AT 145,18 1 0 2014 # 241,58 A o B ¢
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LS RN AR D AWE s TAAFRARAE A RLT A
Boeig RN R SR b oo B A g h RS B TR HraE
E o

AELF P T2 B
#x Tﬁ? T e HITERF P s kD E/Fﬁtﬁ&ﬂﬁ‘\ﬁ S B
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Bii AT RREFAE TR LERTERFR > ERAET Y N F AR T
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(1). ENERGI-F703

¥ kom X% (Diabetic foot ulcer, DFU)

2 RAEfOR A v EER S RBRERARS E ¢ (International
Diabetes Federation, IDF) 2015 & ch& ATF > siztia23k A v 125 4,15
A febERR 2P 3 LIS A ek MERpA 3 p oo IDF K3t 5F f; >3
fe R Fom 4 v 3 2040 & B34 T 6.42 4 o BEAOR KN AR &
HTeA ¥ LB g RWBERE D (DS IR (A 5
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B2 B 7 EEBEH b
1 72 42.79%
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(D). EZE3* L7331
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Tl A% AT 0 B - WA R T IIRAIRN4F 2 o AP
B3 e AMPK 75 i &|-ENERGI » 5 ¢ A * chH o 3 > @ 5 B33 Tl
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Bernf (7o AR MATERF A 2 EAE T R o & 2 7] 505(b)(1)
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505(b)(1) 505 (b)(2)
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ENERGI- F703 £ # i & Mae 6 v & » 5 B fRp Vg ic i * 237
oo po e g de B R ENERGI-FT703 v s i o & L s b g it~ g
BHELF - MR R I 2 AT RS GO T RS o pow T H b
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& o pmH H b B PTHES E Finasteride 2 Minoxidil # &> ¥
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LiegrForslde BAMER - L € ERE AN IRE RSN ©
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ONFPER R FI R FAW GG AR EH TR DR E > D g
Haprd iz RV FEF iohak EXFF P D fiigie 7 ENERGI-F701
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ok o S AP L el aged aldz2 TOF-B2 2 % > Fla drdlapk
PTERE R 0 L raky B TCF-P2 155 B ¥ HE R iR
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PR EARF A HFIAE ki Ae B BEHEF VR o
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(3). ENERGI-F702, 704~711

“ﬁ%i W R R X %ﬁffﬁﬁ'% AMPK' #p B 7 s 38 (7 i T 2 F7
T LRELBRF R T kA 0 ¢ FEEE G 2 ENERGI-FT711 > R
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Q). FHRBIBEITEZAL  FH ORI REITEZA LRGN » A L2 R aiTER
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AR (ATP) AR M 5 o & 2
3;&1;} r ,}ﬁb , ,mﬁfﬁ*\ﬁg
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