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211. g3 R

o H4: gvt=4d ¥ (Linagliptin)

o Aup(ahat)

1H-Purine-2,6-dione, 8-[(3R)-3-amino-1-piperidinyl]-7-(2-butyn-1-yl)-3,7-dihydro-3-methyl-1-
[(4-methyl-2-quinazolinyl)methyl]-;8-[(3R)-3-aminopiperidin-1-yl]-7-but-2-yn-1-yl-3-methyl-1-[ (4-methylqui
nazolin-2-yl)methyl]-3,7-dihydro-1H-purine-2,6-dione

o EAA: CpsHsNgO,, 472.54 g/mol

o 72

o BT

NN Q
| N%\}\}—N
7 07 N7 N
| NH,

212 YR FE AYFE

Wy BEANY AEA (OpH OWizs 0248 D4 O78)
SEAE (M A9EY BAREINE) 0335 0 719

RS PR IR R By R e

0 2543 O/EA9EIASeE)  BAFY O E2%/4%- A

A gEo] HgEH FF- BE JA T

<HExEdgdad>

213. dEF R

: MEZ 2R A4HE:(Metformin Hydrochloride)

™ (5}3H9): N,N-Dimethyldiguanide hydrochloride Biguanide- 1, 1-dimethyl-, hydrochloride
2]: C4H1IN5HCI, 165.6 g/mol
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AP0 HFE A5 WE AP
2.2. $A| ¢ %FE(Drug product)
221 A7HA Y FF7 (FAA, ALA, dAnA|, HolAd HBste 4+
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222, A GE NFRE
iy B 3INY  A8A (OpH OHF O 7E)
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- NDMA A3k 25 @52 127047kx] ARl
A7)18E | 25+2 , 60+5% RH w2 sigle] 71Ed ;g'-@-
PTP =% 5/1000 |- NDMAt= Algtel] whe ) 819
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33. ARZAS & &= r1EE
o A 7|W 7] Ae(1-300)RT, AxIZHE 4NY
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U e v AR AL AZYERE uAY S B
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43. A AF AAA A

¢ (5/1000mg) ook FH3|7FALAAL 71 (A A ILA) A28xA|4F 5 A6l w2t A FEINY &

NFARDE F4A PGl B3 A5 AE WA 7k
* (25/1000mg) Tefefs FHS7FAIILAIAL 7181 B 1] 40l A8t A& WA 7hs
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54. F - TE - A HlA BT A
o AT e

55. kel W@ AAA o

e WM HEAIE

Thaeh=

AEA FANEAR AE WA Ths

o« FART Y ASF U AT LA AT 2ASt] THNY AT AF WA
<A 83l o 2YTA DL HEIH FYAD QYA ST 2R F88e] LY o,
59 249 £9Y BgA E2H} Qe
CToloHE BRI T (oA ABZALE D ASH b GAAIAHE il B
te A% BA 7bs
6. datA Mo 2ot AR

61 YRAANFAZS AN H(GCP £F)
o S GCP AY 71N 53

62. Y3ANAAEH AL
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63. Y EFATAH

SNV AR Z8) 1A A

o FUSFAWAS1000L e 139 YA T Z o Ae A=
9% | ag =
WA | @A | g | HAR | e Foq4F g Py ;1@ HAGE
gg) |
273 4 ALl A NVP-2002 THEFo] b NVP-2002-R1 3 NVP-2002-R29] W85 eiA ok5atd E43} AL vl
Bk A% YA
g | NVP-20 | e | Part A> | & 52°% | o U2HEmg, WEX | 93 | [FFH]
BB | 02 | A% | 3 o, 2719 4H41000mg CgyEde 2 WEZ=Y9 v
o5 | F&9 | 379 - NEok 14 BAFEAAUC, Cr)E 21
s | 3, L3S SRR L RN R waete B4 Asge o,
54 TH, (oF&3t U=d®  Smg/vE 7183 7082 90% A= TF7to]
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5 - S P AT, - Fo] T ook MY F 141
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o Y 9l

6.7. 47 @ AAAAA
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