7 OB EH K
| k21438 2 B

FHEFREETES (B)
EETER P

B ERE R RS ER
B4 RYE AR HE—BREREEORHI ST

ELRRERAKRRFE—BE (TR 19 FEESHEETE 6 D) KoxkL
T, RO E BV ERFZENWELET, -



B+ IUWIE AARRFTHE—BMIERRE

~F
T

E

B

17

AREEE, ZERFCOEMASERICES
XHMFLLEBERETHD. B, ZHRN
THEsERTORWESIE Y o) THie
ez LR,

FRERER, ZERFTORheECES
ERELICRBRIETHD.

18

11

REEER ORI, pHT7.0 027 b
IR I pH 1.2 0 Y BB
RS,

FEERREOTRRICE, pH7.00F b
v BB S Y pH 7.2 O EMB TG
HuG.

19

14

Fhethnr by il ImL HHE, 2 8-
T, By o b U OTEH 100mL A
2 TS 2 BOESE (38mmX200mm) X
FhoFRIC BT

FRENSD Ig WX ImL S EEH- T,
My R B U P TEM 0mL A AT
VA 2 BOEEE (8mmX200mm) Xl
OEBICE.

29

1000 sl PREEEE L AT (ZnSO, »
TH,O : 287.58) 5.7516 ¢ & &e,

1000 ml PEEEREE SRtk fdy (ZnSO, -
THLO : 287.58) 5.7312¢ &,

30

16

WY (2.24) EY% (263 nm) : 55 ~ 5.8
(20 mg, A& /-, 20mL).

WK (2.24) BT (263 nm) 153 ~ 58 {20
mg, AF/—r, 20ml).

34

i7

0.1 mot L KEELF Y @ AHE

 mL

0.1 mol /L JRERLF BV 7 AR
= 9,106 mp C;H 04

I mL

35

13

IO mL FERICEY, SENEENE
TIEREIZSOmL & L, S8¥EEL 5,

SO mL 2TEREICED, AF¥ —AF
DE% CIEMECSOmL & L, NS L 15,

35

22

R OMERR  FEHEEE 1 L B TERECRE Y,
BEMBEMZ CERIZ20mL ET5.

RILOTED - BEYERE | mL % R R Y,

A BB TERIL 20mL &5,

40

EKEIEA L =TT, =y S —
A (99.5) WRRRBEIIC L L, RITETIC
<,

ARG A F AT, =y S
b (99.5) BT, RicETic
<y,

45

7}V7UZ§‘:})V (C29H3405) DE (;U-g}
=Wsx (Qr Q)

TATURE P (G0 O (pg)
ngX (QT/Qs) X (1/2)

46

18

W 7R 70T e OREBRR SR
SFITRB L O IRET S,

WNHERE oY — 2 oBEhbL T A
2787 2 ORESEEON S HofiE

R B — Qg TAE P
7 ORISEEESD S Slri 5 L5 IE
B3,
FREETESE . A3 /e 7 ORI
B oO¥ 5 {E o

72

18

AFLAOER  Truairrzrvrhl
NI VBT ATV OEERER (3) 0L
AT ABEAUEFERTD.

FRFAOHERE [ oaAToFrhil
AI R AT OFERE (3) (1)
RS,

76

T, sz U o OFEREE (1100}
FHEIEET A L&, EERENLEBE

PR T AR S —AD ARy FICE

ST AMBORBBRENLBLZAEY b
1, BEEEEOARy Ll A,

B, “hizSn Y OBRBRER (1—-100)
EEIOEE TS L&, EEEEN LB
RO RETx J—AOARy Mot

HUNBOREREES LB ARy Mg, B

MEEEOAR v L VIE LR

79

i6

Patrwd 2 (CpHeNOs) Ot Img (5
ﬂﬁ)] = e X (AT/As) X (V.725)

Padwd DR (mg (N =Wwex
(4.7 As) X {V.725)

80

21

RT AOMERE  EEBEFE 0L (T,
LFROGETRIETEEE, »IF¥FY
Mo, PUEIEME OB B L, 2 oakke
e LLEThA.

AT SHOMERE R 100 L o0 FE,
EROEETHRIET S L E, vI¥TY
A, FEEEEOIRCEHEL, F008E
6 LLFTHD,

82

B L ORBREIT) & &, BET 5.
L, AHBREIERA U EAALG Ckt
LTHERTS.

FBIEIC I 0RBETI L&, EWET 5.

82

PEREITY & &, WETH. LEL, AR
BRIERERANVRERG T L TERT
5.

WMEREITO & &, WETD.

15



E.

)

88 "

(1) BEOGTAHID Fhhosgiofe
WEBLTHHE UK SOmL 202, B
EHERE T ThE S,

(1) BRO7TAHD & 25z Wik
B UTCHRA LR somL 50 %, BES
& & T 5.

95

B U VBT RIS U A 2720 Bk
ZE L, 1000mL & LRiET, Vo ik231g
EBAEML, 1000mL & LEEMET
pH3.5 WIHET 5. :

BEHR . U Bk 0 B A 2728 B
WCEEA L, 1000m], & LiciRic, U Bt 231
EAITEML, 1000mL & LEERINET
pH3.5 L% 5.

99

22

FEIBEOAFEEIYEL, InL Pioo

FF Py (CoHuNO,S,) 0 1.5me 28t
HERDESLBBEEME CERIC

i1 BOREREFROBL, =¥F
] T5mg 7= Y EENE S0ml FIEFRICAN
2, W0SEEL RV BEERE, BN

Pl 55, 10 5E#EL EL E¥RE,
BLmBE+ S, EB 10mL RIERICEY,
FUEEHETRE Sml, 2 TEERIT NG, BEME R0

5, EREE vml FEREEY, P
BIE sml 2EREINE, ImL iz =W
e (C!7H7IN§OOSO) ;ﬁ%} 0.3mg %@Uf&éﬁ

ZTS50mL &L, BEHERLT S, TR
B4 5.

:qjﬂg_:-/“y (C;zHg]NsO;Sz) D57y (mg) =
WeX {0r/ 0 X (P10

AL 5 REEEANET rmL 2L, B
PR ET5. UTERELHETS.
=WF D (CHLN0:8,) O (mg) =
WX (On/0s) X (V. 1)

101

We: BKUNCBRE L - A7 o7 < E5#E
OFPEEE (mg)

We: A n? - ERGONRE (mg)

107

iy

We: &3 0 U MR OFEE (me (5
i) ]

Ws: €5V ) B OGS [pg (1
)]

112

13

Buformin Hydrochloride

Buformine Hydrochloride

113

i 1

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

Rt

23

Buformin  Hydrochloride  Enteric-coated

Tablets

Buformine Enteric-coated

Tablets

Hydrochloride

129

0.02mol/L TF U7 I MOERER T A
RZF PV DL Inl = 272Img
CaHPO,

EENEOEERD &S I2db 5.
Bt A = omBEm

e A

0.0210l, L TF LU 3 L TEERR T Ak
B R AR ImL = 2.72img
CaHPO,

129

0.02mol L =F L I7 I L IOEEE K
MIZF MY AR Iml = 3442mg
CalPQ, - 2H0

FEHEDHEERD LS ISR B,
R B S EmEE

0.02mol L =F L1 U7 2 BTk
MIFTPY DA ImL = 3.442mg
CaHPO, - 2H0

131

EEOEE 040p 2 &Y, BAEITL DB
HEREL, BBREITS Gppm BF).

EROBMEAg B &V ELED L VRS
MRBLL, BEBRETY Gppm LT

131

14

BEOBRQI0 F LD, B4zl
HEHRML, RBETY Sppm BT

FROBFLe T L0, BT LD g |
EWBL, BEBETY Gppm LLTF).

131

A4 B LY, Baic LB ER
B, RBEETS Gppm LT

REAg B & 0, B A L U R A
L, BERES S Gppm L.

131

14

ARHOBE4p B LY, B4ECIoE
HEsRR L, BEBRETY (Sppm L)

FROBMR Az &Y, B4ET L VR
ZMEL, BBRETY Gppm T

132

FROHER A T LY, B4 LR
WAERE L, B8ETS Gppm LUTF).

FROBE4g T LY, Baln L v B
ML, BBET5 Gppm 2UF).
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AWML, HEEITY Sppm LITF).

B 7 E . 5
AR - RO U, T | AR L R DR L, e
132 % 9 | FeayFUr (FrReoUFUCEk] Feol s )y Felkeoy &) R
B L) 0.08%LL R, BELT) 0.08%ER &L,
040 B LD, B4EICL VIR | Ak 0 B E 0, B4TRIC L D BRIk E A
132 & 6 sy, RBETS (Sppm M. L, BBREFTS G ppm BIF).
FrRFam Uy [FelFualFly  FelpadFyy [Fe o))
132 ;{5 2 ﬁi‘%ﬂ:% (C22H2¢N207) (E L/f] @ﬁ (mg) Zﬂ%ﬁgﬁ (C22H24N207) cl;‘ L«'C} U)ﬁ (mg)
- = g X (AT/As) X (1,74 =z P ¥ (AT/As) X (1,/4)
- FBOHHR0A0e F LD, 4BV | AROBR4e & VI RC LV BES
133 & 7 WAEML, RBRET5 Gppm UF). | FRL, RBRESS (Sppm BT,
040 LD, BABECIOBEELWH AR ode 220, B4B LY R
134 = 8 WL, RBEFS (G ppm M. L, BERE4T5 (Sppm LLF).
FEOWE Mg & & 1, BAECLVR | BROBE e & &1, B4R L DRk
134 & Bl mamml, BBEFS Gpom UF). | 2HEML, RBEFO Sppm W)
AR QA0 LV, BAECIVBRIEEE | RL04p 2L 0, BaRio L v iRiE s
134 E 20l @y, 885 (Sppm L. L, SBREAT5 (5ppm ).
FEOWE 40 T &Y, BAERLIVE | KEOKBEL4 40, B4iklo D 0BT
134 & 2 WEENL, RBETS Gpm UT). | 2EEL, RBEE5 Gppm SUF).
' FROPE M R EY, FIERIVE | AEBoBFod4g LY, 4B I vign
134 & U mamsL, RRERS Gpem BT). | #PEL, REBETS Gppm M)
BROBFELLgFEY, BABRCIVE | ZROBHFRL4eF L v E4EBER L viREE
136 % 7 RS, REETS Gppm BF). | WL, RREFS Gppm UT).
EEQAQe B h, BB I RELH | R 0dg B v, B4k L v RTER TR
136 & 2 | mL, RBEFS (5ppm UF). L, BEREFTS (5ppm BT,
EHOWEMg 2 LY, B4EELVE | RROBK4 T L0 EI BT v BEY
139 & 7 | memae, $Bz75 Gpm UT). | BRL, REBETS Gppm 2UF).
‘ HEROWHK 40 2 EY, BRIV | AROBE e &0, B4k 0K
140 % 7 s L, RERETTS Gpom SF). | 2381, REREHFS Gppm M),
BROMK QM LY, BABTLOE | FROBK e LY, FE4EZIVRE
140 & 9 AL, BMBETS Gppm LUF). | 2MBL, RRET5 (5ppm LUF).
A 040p 220, BARICIVRELE | Ah0de T L0, B4 L VBT TR
140 % 20 I my, RBREFS (5ppm LUF). L, BBR%T5 (5ppm LLF).
(1) E—rA Rl BIE, L | (1) (B—rA R BRI, ok
141 & 15 - RERE VTS, W, M LA EREAVCH Y.
EAROBHE 0402 B L0, BAKCL o | ASOBE e ¥ L 0B EC L VBB
142 & Mo L, REBEEFS Gppm UTF), | WML, BBETS (Sppm MF).
A 040g 22 Y, BA4EICLVBIELSH | 2504222 0, B4R L VRSN
142 & 0wy, REETS G ppm L) L, BEETS (Sppm UT).
RO 040z & =0, BAEICL O | FROBR A &Y, B4 B L 0w
2 % 8 | mamEL, RRETO Gppm T | ZBEL, BBEFS Gpm LUF).
A 040 # & D, B 4B L D RERT | AW 0dg % 0, B 4 BIC L 0 Rk WY
143 % 2 WL, REETS (5ppm LLF). L, BERETS (5ppm L),
REOHFE040g 2 LV, BAERI VIR | BROBEL e HE VB4Rt L g
43 & 2 WETML, RBET5 Gpom UF). - | L, RBETS (5ppm L)
FE040g B LY, B4 B L ORELE | Ak 0de 2L 0, B4 LD R E R
44 & 4 WL, RBRETS (5ppm BT, L, BEBETS (5ppm L),
o 6 FEROBRA0e 2LV, BaELIVE | REOWEILeF L D E4RIC L 0 RlE

ML, REEITS Sppm BLTF).

375




= 5 . E m .
EROBEMg Z LY, BAETEIVR | KROBFE 4 3 &0, 84 RIC L 0RE
M4 & B mamme, s2135 Gpom BUF). | REEL, BT (5ppm LUF).
KB A0 B LD, B4 B L O BIREE | A 0de k& 0, 45 L ) B e
S Y BL, BBETD Gppm W) L, BRBETTS (5ppm LT,
EEROWF 0A0e 2 & D, B BILLOE | REOBF 04s & & 0, 54 Bic £ D Bk
M5 H 0 | pedmL, RBET> Gppm ST). | ZBML, BWRETS S pom L.
A 040g LY, BAWTLVRIEER | Af04e 2LV, AL VRBEEIN
45 A 17 | s, #8275 (5pom BUF). L, BEEF5 (5ppm LT,
EROBE L B EY, BB LVE | Abokkode 220, B4HEC LV EE
146 %= 8 R L, REBEFS Gpm UT). | 2ENL, RBEFS Gppm MT).
EEOWE 0 K &V, BABEICL DB | FAmoWH0dg & L DB A EC L 0 RRE
16 & B | memme, SB255 Gepm T, | ML, 8BTS Gppm 8T
BROWEMe F N, BAEZIVR | BRROBR4pF LY, B4R VBT
146 2 B | memmL, BBET5 Gpom HTF). | Z5ML, RBESS (Sppm SUF).
FEOWE 040g &V, F4HECL VR | AROBE 4 E LV F4RC L iR
16 & C | ML, RRETD Gppm M), | WL, BBET Gppm M),
Al 040 LY, HABLVIRKER | K04 # &0, B 4oL DV RBA N
146 H 5 ML, BRBEEFS (5ppm LUF). L, BRE®75 (5ppm ).
FEOBE A LD, BAECLOBE | FEBOBEAzE L D, B4 EC L DR
146 6 | gams L, RERETS Gpom BUF). | RENL, REREFS Gppm UF).
R 0A0g B E D, B4Rk D RRIRER | A g B L D, B 4 TEIC & 0 i A B9
146 & 6 | siL, ®®EFS (Sppm L), L, BBRZTT5 (5ppm LT,
EROBR 040 & 0, H 4T LD | A OBE 0ag L 0 B4 EC L 0 BikE
147 & 6 PRI L, SEREITS Gppm BTF). | WL, BEBEFS Gppm UT).
RRBEOWHEM0g 2N, Bakickol | KEOBER 4TV, S4BICX v
147 A T mr L, RBREFS Gppm UF). | 2HML, MBS 6 ppm LLT).
AROREAe B LD, BAELLIvE | BROBREMMe R &0, B 40k v
ur & 2 g ML, MBASD Gppm MF). | RFML, REAETD Gppm LUT).
i 0A0g B LD, B4R L) BRAR | A 0ds B & 0, B4 R L U RiE R TI0
148 &= 8 B, KT Gppm BF). L, BBRETS (5ppm L.
REOBK 040 E L 0, BAELLOIB | KEOBE 0ds & 0, 5 4 i I b ik
148 & 16 | mammL, REEET5 Gppm BF). | #FML, REREFS Gppm L)
REDBE 040 ® & D, B4R L OR | FEOBE e B LY, B4 EC LD B
148 & 1 lempil, BBREE5 Gpm W), | 2WML, BREFS Gppm UF).
R 0As H LD, BABCFOBRET | 5 0dg & 2 0, B 4150 5 0 R A
148 %2 2 L, BREREFS (5ppm SLF). L, BERZITH (5ppm L.
FROHFK 0 A0g B LD, B4BCLOR | RaoWR e & 2 0, B4 BT L )Rk
148 & 8 WAEEL, RBEFS Gppm UTF). | 2WRL, RBET5 (Sppm LUT).
EROBHEOAMg LD, FL4ETIVH | AROBE04 R 20, ook 0Bl
148 & 7 mammL, REBRESS Gppm BF). | #THEL, RBETOS G ppm LT,
' REOBHE 0400 &b 0, BAFEICE 0K | RROWKRdgF L 0 4B L 0 RS
149 & 7 WAL, RBRETS Gppm UT). | WIL, BBETO (Sppm BT,
A 040 B LY, BAMCLIRELT | AR e 2 LY, BAEL XY RS
149 B Il BBREFS (Sppm M) L, BEREITS (5ppm L)
o L | RROBRQNe R LD, BB LR | ARORROIEL D, B4 L) B

TEREL, RBETS (Sppm LTF).

B, BERAEITS Sppm BLF).
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N
i

iE

_.r%l‘.i

FEEOBFE 040 F &0, F4tkizkom

EEOBE F LD, BARCL VBT

149 & 2 ERWRL, RBRETS Gppm UT). | #WKL, RBRETS (5pm M)
RROWH 04l 2 &0, BABEILLOE | BROBRAs & 20, B4 5 L 0B
152 %= 20 | EEEml, R®RESD Gpm BF). | #EEL, RBREFS (Sppm ).
FROBE 0 X LY, BB LD R | RmOBR0dg & & v B4EICL 0 REE
152 = 12 mEwmL, REETS Gpom BUF). | PEBIL, BEREATS (Sppm M)
R Q4O B &Y, EABLVRELHE | F&H 04 E L0, 4B L0 RN
152 & 5 WL, RBRETS (Sppm L) L, SBREFS (5ppm BT,
& EROBHRA 2 L0, BA4ECEIVER | ZE20BEL4 LY, EBaRICLVRE
152 B e, RBETS Gppm M), | #WEL, REREFTS Gppm UT).
QA0 E LD, FARKIVEELE | KB 0de R L0, BB LV RiES R
153 & 3| BU, ®REEFS (5ppm L. L, SBEF5 (5ppm LUF).
HEOWMFE QA D, B4kl ok | AROBE e F 20, B4iRC L 0BT
154 & 2 I mrmml, BRETS Gpom LF). | WL, REBMEFS (5pm UF).
FROME A 2 LD, B4Eick ol | REOBETR04g 2L, BaiRin LY B
154 & ! WAEEML, REEES Gpom MTF). | 2IERL, BEETS (ppm M)
FROWMKL0g 2D, E4iEICL0R | RRokkodg F L 0E4E L Ry
157 & B emme, BBeF5 Gpm UF). | WEL, REB2T5 (Gppm UF).
EROBFE Az 2 LD, Bakick vk | KEoBERo4p LY, Balkic kiR
158 & 0 | memmL, RBEFS Gpem UT). | #WBLU, REREFS Gppm HF).
B 0As B LD, B4R LV B a T | A 0dg & & D, 4 i - D iR e
158 %= U e, ®Bae5 (Sppm BLF). L, BEEFFS (Sppm LUF).
EROBH 00 H LY, BAECLOE | RROBER 04 & &Y, B4 B LD BT
158 & 2| REML, RBETO Gpm BUF). | RERML, RBEITS (Sppm MF).
~ (1) E~74ER FBEL EBEL D (1) @A EB AEEE, BT
159 & 8 | epmemnciES. 3, ERUEERPENTES.
60 %= . RBOWHE Az B LY, BAETLOH | REOBE4p T E Y EABIC L VBT

BT, BBETS Gppm LT

PFRL, REET5 (Sppm HUT).
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