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®7 BEMRHAMAPICETL, REEERLICHIREME=S4 ) T OBRERVETRBELICENSDERICOVTORERER

|
4

FC 2010008 | 25°C R 80%LL 92% 93% 91% 93% 92% 91% 91% 93%

TEH 60%RH | & 95.0-105.0% | 100.5% 100.0% 101.0% 100.5% 100.9% 100.5% 100.4% 100.1%

HEiawg 1 0.3%LLF 0.06% 0.06% 0.06% 0.06% 0.05% 0.06% 0.07% 0.06%

HPLCO) I 0.9%LL T 0.11% 0.10% 0.11% 0.10% 0.09% 0.09% 0.10% 0.09%

Z DA £ 0.2%2LF | 0.05% 0.05% 0.05% 0.05% 0.06% 0.06% 0.05% 0.07%

WEERYE 12%LATF 0.35% 0.35% 0.35% 0.37% 0.37% 0.34% 0.35% 0.38%

FC 2011022 25°C R 80%LL E 95% 95% 93% 94% 92% 92% 94% REM
EH 60%RH | 4& 95.0-105.0% | 100.9% 100.0% 99.8% 100.2% 100.1% 100.0% 100.4% REN
HEawE 1 0.3%LLTF 0.08% 0.08% 0.09% 0.08% 0.07% 0.07% 0.09% FRFEHE

(HPLC) I 0.9%LLF 0.09% 0.09% 0.10% 0.10% 0.10% 0.09% 0.10% KEE

Z DM £ 02%LLT | 0.06% 0.06% 0.05% 0.07% 0.05% 0.07% 0.07% KREjiE

WiEEYE 1.2%LLF 0.39% 0.35% 0.35% 0.33% 0.36% 0.35% 0.40% REM

FC 2012031 25°C EHME 80% LA L N/A 96% 92% 93% 93% AR EFEHE RE REH
EHS 60%RH | 5& 95.0-105.0% | N/A 99.9% 100.0% 100.0% 100.9% REN REM KEfid
(FC2012032 ERwE 1 0.3%LLF N/A 0.09% 0.08% 0.09% 0.07% REM KEHE RENE
B D 7= ) (HPLC) O 0.9%LLF N/A 0.09% 0.07% 0.08% 0.09% ARG HRENE REM
Z Dt % 0.2%LLTF | N/A 0.07% 0.06% 0.06% 0.06% RENE REH R EEiE

WIERYE 1.2%LL T N/A 0.35% 0.30% 0.34% 0.35% REN HREN REE

FC 2012032 25°C B 80%LA 90% 84% 82% 83% 80% REH REH RENE
EH 60%RH | && 95.0-105.0% | 100.5% 99.9% 100.0% 100.0% 100.9% REhE REH REE
HEwE 1 0.3%LLTF 0.09% 0.09% 0.08% 0.09% 0.07% SR REENE REEjit

HPLC) I 0.9%LLTF 0.07% 0.09% 0.07% 0.08% 0.09% HREH e EHE RENE

Z D % 0.2%LLF | 0.07% 0.07% 0.06% 0.06% 0.06% Kt RENE RN

wiERwE 1.2%2LF 0.33% 0.35% 0.30% 0.34% 0.35% KEH KEhE RENE

FC 2012033 25°C RS 80%LL £ N/A 96% 92% 93% 93% KEHM FREHM REM
EHATL 60%RH | && 95.0-105.0% | N/A 99.9% 100.0% 100.0% 100.9% AR S REN
(FC2012032 FRWE 1 0.3%LLF N/A 0.09% 0.08% 0.09% 0.07% RESE RENE REM
ER D 7= ) HPLC) I 0.9%LLTF N/A 0.09% 0.07% 0.08% 0.09% RENHE REH RESE
Z DA £ 0.2%LLTF | N/A 0.07% 0.06% 0.06% 0.06% FRFEHE REM REEHME

wEEME 1.2%LA T N/A 0.35% 0.30% 0.34% 0.35% REM KEH RENE

FC2013022 25°C R 80%LL 96% 93% REHM REH REH REH REM RESE
EHS (FR | 60%RH | & 95.0-105.0% | 100.5% 100.0% REH REH RENE REE KENE RENE
HAREER ERmE 1 0.3%LLF 0.09% 0.09% FREM REM SREM H HEhtE RN
FIEREL,) (HPLO) 1 0.9%LLF 0.07% 0.08% RENE REN RENE SREN REEE SREH
Z DAt £ 0.2%LLF | 0.07% 0.08% RENE REH REH REM FKFEH R

14
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HERDE 1.2%LAF 0.33% 0.30% REM FREH REM RENE KEM REHE
FC 2013052 25°C B 80%LAE 96% 95% 95% KEHME REM REH REH FREME
TEHA 60%RH | && 95.0-105.0% | 100.5% 100.0% 100.3% REME REHM FKEM KEhE REM
g 1 0.3%LLTF 0.09% 0.09% 0.10% HREHE FREM RENE SRESE K EhE
(HPLC) O 0.9%LLF 0.07% 0.08% 0.07% FEENE FEHE REH HENH FEH
D, £ 02%LLTF | 0.07% 0.08% 0.07% REHE SRFEH REE RFEN REN
RIEEWE 1.2%LL T 0.33% 0.30% 0.32% REH HKEhE KEhE REH SREHE
FC2012047 40°C A 80%LAE 90% 93% 91%
EHHN (EE | 5%RH | 5& 95.0-105.0% | 99.9% 100.0% 100.0%
12XV 3B EapE 1 0.3%LLF 0.12% 0.09% 0.09%
THREE) (HPLC) I 0.9%LLF 0.10% 0.07% 0.07%
F0ft £ 0.2%LLF | 0.09% 0.07% 0.07%
wERYE 1.2%LLTF 0.36% 0.30% 0.31%
30°C EHE 80% 2L+ 93% 93% RER REN
65%RH | &8 95.0-105.0% | 99.9% 100.0% RE REH
HRYE 1 0.3%LL T 0.06% 0.09% RENE FEH
(HPLC) O 0.9%LLTF 0.08% 0.09% RE RS
F D, % 0.2%LLT | 0.06% 0.07% HREHE REHE
WERYWE 1.2%L0F 0.34% 0.33% SREME REH
25°C pralavlis 80%LL E 94% 92% 93% REM REM REM REM REHM
60%RH | && 95.0-105.0% | 100.4% 100.0% 100.2% REH KEhE RIEN REM REN
HawmE 1 0.3%LLTF 0.11% 0.10% 0.10% HREM RENE REH FKEM HEH
(HPLC) 10 0.9%LLTF 0.09% 0.09% 0.10% REH REN RENE HRENE FREME
F O £ 0.2%LLT | 0.08% 0.07% 0.07% KEfE REHM FREENE REH RENE
wERYE 1.2%LATF 0.35% 0.33% 0.35% REME REM KENE REM REH
FC2013054 40°C TR 80%LL 93% 94% 93%
EHsS (T | 75%RH | 88 95.0-105.0% | 101.2% 100.0% 100.0%
ER ATV HRWE 1 0.3%LLTF 0.05% 0.05% 0.06%
— ) XN H (HPLC) @ 0.9%LL T 0.07% 0.06% 0.06%
BT 000 20 £ 0.2%LLF | 0.07% 0.07% 0.06%
a—F 40 RIEEWE 1.2%LLF 0.38% 0.38% 0.37%
KEIEEER 95 Vi 80%LL 1 95% 95% 95% REM | REM | REM HEM REH
EHTHRE) | 60%RH | 28 95.0-105.0% | 101.2% | 100.0% 100.5% | kEha FEM REN REH KEH
Fxwmg 1 0.3%LL T 0.05% 0.05% 0.06% REM FREHE RENE RENE HREM
(HPLC) I 0.9%LLTF 0.07% 0.07% 0.07% RENE REHE HREH REH HRENE
ZOfh % 0.2%LLF | 0.07% 0.06% 0.06% RENE REH SRFEM REM SRFENH
WIS 1.2%LL T 0.38% 0.38% 0.38% RENE REM REHE SRE S RENHE
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FC2013022 25°C R 95.0-105.0% | 100.5% SKEH HREHE REM
RS (PR | 60%RH | mERME 1 0.3%LLF 0.09% RENE RFENE REH
WEREEE HPLC) O 0.9%LLF 0.07% FREN FRENME FREM
FIEREL,) Z O, % 0.2%LLTF | 0.07% RE RENE RENE

WIERE L2%LLTF 0.33% SREME FFEH RN
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8. RYICEHETITARTOESR. KHEEBREVENRLENICEOHBRESN-RERHA
HEEIZONT
TARTOBEMER, MEFRLOENE Y b, ZoORESEEHARET ICHERE L
TEM L 7Z B IFAE K O FHHE OB DIEIC OV THRE ST R, BHRESIZBWLT,
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BEOHFEIZOWTHRE (R8) 1T o-R., EEITREHEAIIRO LT, i
DNWTOREITEI R FIETEMINZETHEREEZMV ELDTEY, ZORRIZES
FE DN R IFAE K T E IR D HIINIET 2 b D TH - 7= LHIET B,

®8 BHRUVZOEREEHMEALVICHRE L TERLRELERVFHEBENH
MEISOVTORERE

EROSof ’g“”ﬁ”* "'@“ﬂﬁf?w o oomE L  CAPA | BEmm
HBIHRLE | . e mE | mE | BE |
v }‘%“’? . _L e e . .
2012006 100 & SR (BeR | EREER, | @ CAPA @ | N/A IRSHFCER © 2013-R
1518) WE M e RC-001
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e
mEEHR
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DOFELEY 2 FIECTERINZ ETHREEZRV ELDHTBY, ZRHLOFBRICZESE
BoN-RELBR N TFHEEIEDN RO TH-= EHET D,
[fi#sh « WH WD DEFEOMLEDIFH, FMEHFH S Rapid alert system %8 U THRAL S
NTZBEHRIZOWTYRNLBRENH > THEIZBIT D FEFICONTEH, BRSO MHR

BEOBEEEICGEL, YFHEBICBWTREDONSRETHZ LN TE S, ]
£9 REFBRUVZTOFRERARAZTLHVICHRELE L TERELE-RERERUVFIHEE

@ﬁx)ﬂil ’JL\’CCDEEE%*%

T4/ |1 |BHREROAE

D= OHFAT - BE
ELENZRY M E
C2013018 DEHTD
a2y hCHY, YU
oy hAEEER
BOBRKEICLD D
DEHEIRALTY
5, THEHRRHE L

N W15 C
S8 AE (2 b B & - REsa APA (EHEEHEE 201 130-CPL-001
FC2013017) %5 2013-D-005) 3-C-010 KUt 011) 2k

2013-D-005 (Z
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W5, ek, o2y b FC2
013017 m&E KT, &
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ELy, FAESR
FHEALTWS,
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FC2012032 ] Yoy PORERER | ] Yoy MEHR MR B~ o#E
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HHEEICHT 5 E vooR
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#it/E CCC E&BERBROEM, | ~0OHE RBRFE o
DB, FIEEEC
COABNDEFS,
-4 E | #E D4 Sumire Tab. 5 mg | N/A N/A bi:29]] N/A
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20N,
FEF B B BRI R | SHESBY B | BHEe | & Bomamm | @Y | EEER
MEQ-A20005 AT | ERE S, £ | REE | B8, HEEt=4— 5201
e JOR BEOH * 5 3-C-005
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MEQ-A20006 At | Efish, B | R | 28],
wir L,
MEEREET A fEH | FEERY =gt Wy | N/A N/A | N/A
MEQ-A20007 A% | Eisih, £ | R
WL,
B SE R | FFEERY B | N/A N/A | N/A
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