=B HE %
FErk 214 3 H 2 H

FEENREEEER (B)
REFXER @

BEAEFBEEEELREFETTER

FHIUIE B ARG H—BMIERER DX >N T

FHANEAREKRTFE—BHE (Ef 19 EEASBESRE 368 Io2%xF L
T, Mo LB EREFLZEMNELET,



F+IWIE AAER G E —IBMIERRE

1E

%_&DL

17

R, ZRBAFTORMARICES
SHELRBETHD. B, ZFRFH
THmENTVLRVERGE T ) THELe
o e o e

FHBEL, ZERF TORMESEICES
EHEL-RABETHS.

18

11

REEHESEOFERIY, pH7.0 07 1
CEIERE UL pH 7.2 0 ) EEREIR
FRWA.

REEBREOFEIL, pH7.0 DT b
v BIEREIE T pH 7.2 © ) L EEE S
ERWA.

19

14

ZFhZh»b2g i ImL S &, 5
T, B{bZo X b TEH 100mL 2N
STW5 2 HOERE 38mmX200mm) X
[ES(RAE=E ek 2 o

ERENDD g Wi ImL Y E4E- T,
b7 R RY PTEH 100mLAAST
VW5 2 EoEEE (38mmX200mm) UL
DEB/IHT.

29

1000 mL PHIEEFE$H LT (ZnSO, +
TH,O : 287.58) 3.7516 g & &ir.

1000 mL FHiEE N LR (ZnSO, +
TH,O : 287.58) 5.7512 g % &ie.

30

16

WFEHEE (2.24) Ei% (263 nm) : 55 ~ 5.8
(20mg, A% /—/, 20mL).

WYEEE (2.24) E¥% (263 nm) :55 ~ 58 (20
mg, A% ./—/, 20mL).

34

17

0.1 mol /L KE{LFF) UL 1 mL
= 9.107 mg CgHOs

0.1 mol, /L KEE{LF bV v A 1 mL

= 9.106 mg CgHGOS

35

13

ikl mL #ERICEY, BEHEEML
TIEREIZSOmL & L, EEFRERET5.

ZOHE | mL ZIEREICEY, A¥ ) —n %
MZCTERMIZSomL & U, EEEE L +5.

35

22

WO  ZEEE | mL ZIEFEICED,
BEEEMMX TERIZ20mL &7 5.

BRI DRSS« FRAEIEE | mL 2 EREICRDY,
AF ) —NEME CERIC 20mL &3 5.

40

BRIIA S —NCETRTL, =¥/ —
o (99.5) TR BEI L <, KITE T
.y

FRIIAZ 7 —VIZEFRTL, =¥ ) —
N (99.5) IZRRE T RT L, KTz
<

45

TATaAE )N {C20H3405) DE (J’Jg)
=W5>< (Q]‘/Qs}

TNATa AR N (C20H3405) DOE (.Ulg)
=WSX (QT/QS) X (1/2)

46

e T3 ) Fa7 s OREERYN
5aed X 0RET S,

AR ESE : Bo—r %M LTV
I/ 7u 7 o OREER O 5 Eo#E

HE  BEOY— /oML TAI ) o
7 ORERRARN S Sio s k50
#8453,
mRRAIERE : T ) e T o i
BERA DR 5 fE 0 §im

72

SAFAOMEEE [ alrToxrirhil
NI VERT AT V) DHIERR (3) 0¥
AT LHEEHETERTS.

YATFLAOHRE [ ForTd b
NIVBET AT OFERE (3)_(1)
FHERTA.

76

Wz, ZhC A=Y o OREEEE (1—100)
EHEICEET L L E, EEEENLER
M Zx=A AR 2 —AOARy FZRt

St HAEOREHFEP /ANy b
1T, BHEEROAR Y LR AL

iz, Zhiz A=Y oEEeEiR (1—100)
EERFICERET D L&, EEFREN LB
FIAF T ) —=ADARy FlotinT
HABORBERI GBI ARy M, =
EBFEROAR Yy L X DE .

79

16

YavvA v (CpHgNO;s) D F [mg ()
ﬁﬁ)] =st (AT/AS) X (V/ZS)

YatvAL D& mg (Hil)] =Wwex
(41 4s) x (V.,/25)

80

21

VAT AOMWRE  IEHEFER 1000 L IZ0 X,
FROEGETHRETALE, LTV T
L, REEDEOIEICER L, FO5BEE
T ETHS.

AT LAOMRE BRI 100 0L It X,
EROFHETHRIETREE, 25T
N, PIEEEMEOIRIZEHE L, FOsREE
H6LLFTHS.

82

FBIECLVRABRETO L&, BETD.
2iZL, ARBREEIEERA D RE B I
LUBHTS.

BLlEICLVRRET) L&, BET 5.

82

RBRETO L&, HETH. LIEL, R
BB EGAD BERGIIH L GERT
.

ARBRETH L&, BETS.
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.

Eﬁ'

88

(1) BRUOTALY 2518t
WEBLTHA LK SomL 2z, Eik
wHERE T CnEd 3

(1) BERUTALY K25z 10Hk
WCHEB L THEIL - somL 2%, BIG
HERA i T 5.

95

BENE : VBT kENY UL 2728 BK
IZEED L, 1000mL & L7z, U > EE2.31g
FARIZENL, 1000mL & LizEzhnz <
pH3.5 ICFREET 5.

BEME . D UEERE Y A 2728 BK
WZEH L, 1000mL & Lz, U > 2.31g
EAIZEED L, 1000mL & Lizikzmnz <
pH3.5 [CFET 5.

99

22

EER1IBORNEWZRYEL, ImL 2=
FF P (CpHyNs;0,8,) # 1.5mg &
WD EHIZBEBMENZ CTEMHIZ

i 1 EOREHEROVEL, [=¥FF
v ] T5mg Hi- 0 BEHE S0mL & IE@EICAN
2, 10 SR LR BEEEE, Bl

VmL &35, 10 5B LLIEVIRERE,

T5. EEWR yml ZEREICEY, AIEHE

LSBT S, FER 1I0mL FEREICEDY,
PUEEMERRR SmL 2 IEREIZhN ., BEVE N

ik SmL 2 ERECNE, ImL Pl=HFF
2 (CpHyNsO,S8;) #9 0.3mg 2 ETeik &

XTCTS50mL &L, RAEHAKET3. LLTE
BELERTD.

=HF s (C12H21N50252) DE (mg) =
WsX (0r/0s) X_(r/10)

7BHEIICEEHEMNLTC YL 2L, R
BHEE L35, UTERELZERTS.
=HFT (CHyN:0:8;) D& (mg) =
WsX {Qr/Qs) X_(V/V)

101

16

We: BiAKEICHAE Uiy o7 = B,
DOFERE (mg)

Ws:/37 87 x ARHEROFIRE (ng)

107

12

Ws: €7 2 U g OFERE (g (1
1) ]

Ws: BT AZHEROFRE [ueg (H
Dl

112

Buformin Hydrochloride

Buformine Hydrochloride

113

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

Buformin
Tablets

Hydrochloride  Enteric-coated

Buformine  Hydrochloride  Enteric-coated
Tablets

129

0.02mol /L. =F L2 T7 I MUEEER K
FZFH Y TLRK ImL = 2.72Img
CEII{PO4

FEREOEERD E S 28 5.
‘Mot E B EMER. .

0.02mol 'L TF L I7 I MUEEEE A
EFE_F PV ALK ImL = 272Img
CaHPO,

129

15

0.02mol /L =F LT I - UEFEL K
FZFFYV U ALK ImL = 3.442mg
CaHPO, * 2H,0

AEHEOEERDL S IS8D 5.
‘B E B OEMER ,

0.02mol /L TF L I7 I L UERE — A
FZHPY YA ImL =  3.442mg
CaHPO, - 2H,0

131

FSMOME040g LY, BaAKIZIVE
WAL, RBETY Gppm LITF).

EEOMEg LV EIRICL Y BEE
FABL, RBREITY (Sppm EATF).

131

14

EALOWMFE040g L0, F4kizLv#
WAL, RBE1T5 Gppm LLTF).

REOHME4g Z L0, B4EICLVRR
AFEL, RBEITY Gppm LTF).

131

At 0.40g LY, F4ECLVREER
L, R®E2T5 Gppm LIT).

A& 04 B L0, E 4RI L BT TR
L, #E#1T5 (Sppm LLTF).

131

14

EEOHE 040 LY, FAHEICIVR
WATEL, BBEfT5 (Sppm LLTF).

FEOMFEAg B LY, F4ECLYBIEK
FRHML, HBATH (5 ppm ELF).

132

FLOMHE040g &Y, BABICLVE
BaREL, FBEITI Gppm LIT).

ERHOBHEAg 2LV, BIECL Y REK
FHEEL, #BEITH Gppm BATF).
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" T E. B
AMITHRE LS EoERMICHL, T | ARIBE L-AEOERDIZHL, Tt
12 & 9 Faayx)y (Fekaal Y vk | keal sy (Fe kool 2 o pe
B LT) 0.08%LA ER S, WL LT) 0.08%8 EEETs.
A 040 # L 0, WAL O RIERA | 25 042 % X 0, B4 B0 L 0 e B
132 & 16 |, #®®275 Gppm LT). L, B®&%775 (5ppm LIF).
FeFaoalFUy (FefFoayFly | FekaalFY)y (FeRaayyxy s
132 A 2 1Y (CuHuN,07) L LT} OE (mg) | BHEEE (CHN,0,) L LT) @& (mg)
=WX (A7 4s) % (1,/4) =WsX (d1/4s) X (1.74)
EROBMEK040g %2, FBAEICIVE | AROHK4eZ L VEAEICL v REY
133 A 7 BEEML, RBETS Gpm UTF). | WML, RBET5 Gppm UF).
A 0A0g H LD, B 4RI L DRIEATE | A 04g & X 0, B4 EIC L U Bk % Tm
134 & 8 WL, REET5 (ppm LF). L, RBET5 (5ppm L.
FEOWFE 040 0, FBAEIZEIVE | KRROBREK4gZF L0, E4EICI VBT
134 & 18 | mammL, REETO Gppm UF). | AWML, ®®ET5 (5ppm L.
| KR40 FEY, BAEICEIVRIEEZA | Am0d4g 0, FAEICL Y B g
134 & 12 | w0, sBEF5 Gppm M), L, B9 Gppm LF). -
FEOMF040g LD, FBAECLVR | KnoHmK4e L0, F4ECLVEEK
134 & 2 WAREL, RBEFO Gppm UTF). | 2WUL, RBET5 (ppm LUT).
KROBR 0 # LY, BAELLVR | AmOBE g 2L 0, 54 EICE DR
134 & el REETS Gppm D). | #WEL, RRETTS Sppm M)
FROBE A ZF LD, BAKRTIOR | ZROBFRMe # L VEAEC IV RiES
136 & 7 WETERL, RBRET> Gppm UTF). | FBL, R®ET5 5ppm BLF).
ER 0 B LD, BABCLVBREEN | A 0dg k& V), BAEIC L D BRE AN
136 & 2 ML, RBET5 (5ppm ULTF). L, REREF5 (5ppm LLF).
KEDOWHF040g B L0, FEAIRICEOE | KEOWEe 2 LV EAKBIC LV REE
139 & 17 | madRL, R®ET5 Gpm UTF). | WRL, RBET> 6ppm HUF).
FROWMEMg 2 L0, FAEIIIVER | ZROBHE 4 LY, B4HECI VBT
140 %= 17 | @8, R®EF5 Gpom UF). | 2WBL, REET5 G ppm UF).
ASOWMF040g &Y, BAETIVE | KEOBER4g 2L 0, F4EC LY B
140 7 P | WEmML, RBETS Gppm BTF). | #WEL, BRRETS Gppm UT).
F 040 B LD, BAECL O BGET | Am0de v LD, BAEILL D BRETAM
40 & 20 |, ®EBEFS (5ppm HUT). L, B%E15 (5ppm LUT).
(1) (E)y—FAKEs FEBER ELL | (1) @A HEE =ERET, L
41 A 15 | asmemeTES. ) R U ARERNT .
EOWMF040g LD, FBAEICLVE | AROBEEZ L VFEIE IV RES
2 = M| mamRL, RBETS (ppm UTF). | WREL, RBETS (Sppm WUF).
FR QA0 kLD, B4ECLVBRIEET | A 0de kb 0, B4 EIC LD BEE AR
142 & 20 I mL, REBEFS (Sppm LUTF). L, S%%T5 (5ppm UTF).
REmOME040g F &0, HA4ECIVHE | RAEOKMK4gZ LV, F4EIC LV RE
W H B | @EmNL, RRETD Gpm UTF). | ZWML, BEBRETD (ppm L.
FE QMg kL D, BAECL VRGET | b 0de L0, B4EICL D BEE AN
143 7% 2 WL, REET5 (5ppm LTF). L, R%&T5 (5ppm HT).
AEBOME040g 2 D, BAEICLOH | BAROBRFE4g % L W E4EIC L D iRiEE
43 & 2 BATML, RERETS Gppm UTF). | MRL, RBET5 (5ppm LIF).
A 040 kLD, BAECL VREET | A 04z &L 0, 54 EICE 0 Rk L R
144 % 4 ML, KEET5 (5ppm LUTF). L, BB%T5 (5ppm BAF).
" o | FROBR g R LY, FAECIDR | BROBHILE E O R4EI LD BEE

WML, REEITHS (Gppm LUF).

FAEL, RBEITI (Sppm LLTF).
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" T . 1B = A
ABOKME04Mg LY, FA4ECLVE | KRROBME4 LD, F4ECEVRIE
144 Bl mr@sL, 885155 Gppm UUF). | 2#ML, %175 Sppm LF).
AR 0M0g H LY, BIECLVBIRER | Fm0dg 2 E 0, BB LY REETN
4 4 ML, HBETS (Sppm LLT). L, RBET5 (5ppm LIT).
AHOBE0Me LD, FBA4EICLIVE | XA R4 Z LY, E4ECLVBRE
145 10 | mammL, RBEF5 Sppm LUF). | #FML, HBETF5 (Sppm LTF).
K 040g 2L Y, BAECLVBRIEEHE | FR04g 2L 0, BAEL LY RIEETAN
145 17 s, 382775 (5ppm LLTF). L, RBET5 Gppm HLF).
EROMK040g LY, BIECIVR | KROBHK4e F LY, B4 EIC L VRRK
146 8 WAL, MEPTS Gppm UTF). | WML, R®EFS (Sppm LUF).
FHOBME040g 2D, BAEZLVR | AROHEK4gx L 0 F4EIC RV BEE
146 Bl amemsil, SB%175 Gppm UF). | 7ML, HEET5 (Sppm LLF).
AEOBFE040s D, FBAEICLVER | AROHE4 2LV, H4ECLVBRIE
146 B lmamml, 82175 Gpm UF). | #HML, HELET5 (Sppm LLT).
EEOMEAg E LY, BAECLVE | KEOWER Lg% & D B4EC LY RIS
146 4 WAL, RBAIT> Gppm UUF). | #8L, REEF5 Sppm UTF).
Aim040g &V, BAEBICLIVREER | Ab0dg F 20, FA4ECL Y Rk
146 5 WL, ABETO Spm LT, L, #8%475 Gppm LLF).
EELOBHFT040g LV, FBAECLEIVE | AEOBER4g E2 &0, F4 B0 LR
146 16 | mamsl, RBET5 Gppm MUT). | ZFEKL, BBEF5 (Sppm LLT).
B 040g LY, BAEICLVBIEER | Rm04g 2 L 0, B4 BT LY Rie e
146 16 s, RBE45 (5ppm BUF). L, #B%1T5 (5ppm LLF).
FEOKE4e LY, FAEIZILVE | KROBHE4e & L VEAEIC LV RELY
147 6 AR L, REET5 Gppm UTF). | WYL, RBET5 Gppm LT).
EROBME 0z F LY, FAECLVE | FROBE 4 H LY, B4EICL Y ER
147 7 | mr@EmL, RB%T5 Gppm UTF). | #FRL, R%&T5 Gppm UT).
FROBME0AHe LY, FAEZIVER | AROBF04e % LY, B4ECI VBT
147 2 WAEEL, REET) Gppm UT). | #FML, RBEET5 5ppm L.
K040 ¥ LY, BAECLVRREE | AR 04k 2 D, 54 B0 L 0 BRIKE fm
148 8 ML, REETI Sppm HUT). L, ®B%1TS Gppm L.
AROBR0A0g % ED, B4ECLVE | RROBF Mg 2 LY, B4 XV RIE
148 16 | iammy, sRB%1T5 Gpm HATF). | #WEL, RBRETS Sppm MUTF).
AAMOBME 040 Y, BAECLIVE | REOHER 4 ZEY, B4ECIVRE
148 U mamml, 84175 Gppm BUF). | 2WML, RBET5 (Sppm LUT).
040 2LV, BAECLVRIEEZM | AR 04g 2 L ), BAEL LY REEAN
148 2 ML, REEFTS (Sppm HUT). L, 3B%175 (5ppm LIF).
OB FE040g 0, FAECLIVE | RAOBER 4 FEY, F4ECLVRE
148 8 WATML, RBET5 Gppm UUTF). | ##ML, 3BEF5 (S5ppm UF).
EHOBMFT 040 22D, FAECLVER | EROBER4g 2LV, FA4EICEY BEK
ks 7 lgammy, R%%2/75 Gpm UT). | 2HBL, RRET5 Gppm HUF).
FmOBAR 0.40g LD, FA4ETLVR | REOMER4e % & VB 4T L RiEE
149 7 WAEBL, RBAT5 Gppm UTF). | ML, #B2F5 Gppm UF).
- 3 | AR EED, BAHCIDREEM | AR 04z E LY, BaRC LY R E RN

L, HEBRETI Gppm LATF).

L, BBREIT) (5ppm LATF).

149

11

EROWE040g D, EAEIZLOKR

AR L, RABAITY Gppm BLF).

FinOHE4g B &, 4BV BRE
PREL, #5275 Sppm AT).
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|

iE

;WLE‘

149

REOHE 0408 Y, BA4EICLVR
AEREIL, #EEITY (Sppm LUTF).

EEO|F04g F L0, FE4EICL Y B
EHHEL, REETO Sppm LAT).

152

20

FHOWME 040 220, B4k Lok
REREL, RBEITO Gppm LT

BmOHE04g 2L 1, F4EIT LD B
ZRML, BBEITI Gppm BLF).

152

12

EEOBMFEMe &Y, Bk
WERARL, RB®E1TH Gppm L.

REOBROAg % VE4RICLVREL
WEL, BBETY (Gppm LLF).

152

A 040 LY, FAEZLVRBRIEEZHA
WL, HEETS Gppm BLF).

Am04g F LV, FAEIT X VRS ER
L, ®B\EIT5 Gppm LATF).

152

23

FaOBME 040 F LD, FBAECLvE
WrmsL, #AB%E1T5 (Sppm LIF).

EROHFRO4e F LY, F4EICL D BE
B L, ABEITS (Sppm LITF).

153

A 040 LY, FAKICLVREEZA
wL, BBETO Gppm ELF).

A 04g F 2 D, FAEIT LV RIEE TR
L, #REIT5> (Gppm LLTF).

154

12

EEOBFEMWe Y, Fakicko
EERAL, ABEEITO Gppm LLTF).

EROWMR04g LV, B4 HEIC LY Bk
ZHREL, EBEITY (Sppm LLT).

154

BEO¥E 040 2L, B4kl
WEESL, RBE2ITY (Sppm LLT).

FEAOBMEAg B LV, B 4EICLVIREK
EHEEL, RBEITS Gppm LUT).

157

13

ERO¥MEKMWg LD, BafElckom
WEHEEL, REEEITS Gppm LUF).

AEOBFEAg B LV FEAFRIC LY Bk
FREL, HBEITH Sppm LLIF).

158

20

FEOBKE 040 2 &0, FBakickig
BEAREL, RBETS Gppm BTF).

REOBR4g 2LV, B4EITE Y RE
EHEL, BBETS Gppm LLT).

158

11

T 040g LV, FB4EICEVREEHA
"W, ¥8®EITS (Sppm LLT).

Aeh04g B LD, FBAKZL Y BiELRAR
L, #BEIT> (Sppm EATF).

158

FROMAE 0400 LD, FEA4LICLVR
WEmmL, RBRE1T5> Sppm LLF).

EROWR4g 2 LY, FAEIC L Bk
ERHEL, BBE1TY (Gppm LLF).

159

18

(1) BE-—-rAEB FHfFEL, EEL
CEBRERAWTITS.

(1) E—rAERE RREL L
i BN LERERANTITS.

160

EHOBHE040g &0, EagicL vk
WERBL, RABETS Gppm LATF).

A OBME04g & &V EAEIC LY R E
FRAELL, RERETS (Gppm BATF).
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