T OB #E K
LRk 213 A 2R

HEE REEZER (B
EBTER #HP

BAEGBEERRMBDETEER
F+RWIE R ARFER B BHERR ORI ONT

FBTARERFRERLTE—BME (F 19 FREFBHEETRE 316 B) IcoEEL
T, MO LB Y ERREEMNZLET,
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17

FRBRERL, =ERF TOMMARICES
EMELIRBETHD. kB, ZERF
THRMSH TRV T ) THEL
ZEIZEVIRTY.

FRBREL, ZRRF TORMABIES
SHRELRBRETHS.

18

11

HRERBROFARITIL, pH7.0 DT+
vEIBEER T pH 72 OV UBREER
PHRWS.

REERBIROFARITIT, pH7.0 DRF |
v BIEREE XTI pH 72 0 ) L BREREIR
PRWS.

19

14

ThEhdbelg Xk ImL BN E, 2 ¥ -
T, Bk oX MY ST 100mL ASA
STW5 2 EOESE (38mmX200mm) X
1D BEERICHET.

ENENDS g XITImL Y ER - T,
Wb v X bUOTEH 100mL BAST
W3 2 EnERE (38mmX200mm) Xitfh
DEBET.

29

1000 mL FHEEEE S LAkTH (ZnSO, -
TH,O : 287.58) 5.7516 g & e,

1000 mL PEEEEEEH LAFd (ZoSO, -
TH,O : 287.58) 5.7512 g & &iv.

30

16

WYCEE (2.24) E% (263 nm) : 5.5 ~ 5.8
(20mg, AF/—s, 20mL).

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

34

17

0.1 mol /L KE{LFT hY U A% 1 mL

= 9.107 mg CsH¢Os

0.1 mol/L KE{kF bV A 1 mL

= 9.106 mg CsHOs

35

13

ZOfE1 mL ZIERECEY, BEEEML
TIEREIZSOmL & L, EHEKL+5.

IOW 1 mL #ERECEY, 2¥ ) —NE
MEX TERIZS0mL & U, SRR e 5.

35

22

RRILOFERR : HEEWE 1 mL 2 ERICED,
BERZMR TERIC20mL & §5.

WO  EERK 1 ml > ERICED,
AE ) —NEMZTEREIZ20mL &3 5.

40

AEBEAF ) —ATBETRTL, =% )—
b (99.5) IZRREITIt K, KITETIZ
<y,

AERIE A ) —NZEFReTL, =¥ ) —
U (99.5) IZRRBEITRT L, KieETio
<V, '

45

7/b7°DX5'°)/V (C20H3405) 0)% (ﬂg)
=WsX (Qr/0s)

TNTRRAF N (CupHuOs) OE (ug)
=WsX (0r/Qs) X (1/2)

46

18

WEB: TN )07z OREREIY
53D EIICHETS.

EEAEHE  BEovr—s og»hbTA
/707 2 ORERBON 5 EosE

WE - BEOE— 7 oML TAI ) T
7= Y OEFRESH S Siei b L 50
43,
EEAIESE : T a7 e 0EE
RO 5 fE s

72

18

VATFADOMRE  JurTr=x b
NIVBRT ATV OMERR (3) ov
AT LA HERT 5.

CARATADHERE T/ TR bl
NIVEBET RT )V OHIERE (3) (i)
RT3

76

Tz, Zhiz A=Y OREREE (1—100)
PHEICEET S L&, EREREILEBE

MV T A Y )=V DARy MIH

T ANEBORBBEERNLBEARy b
1, BEHEBROZARy hEDBEIRN.

FiZ, Zhiz =Y v ORmEREER (1—100)
EHFICEFETH L&, BEBEIOEE
PIAE T2 /)= VDARY MTHIET
LNBORBHERN OB ARy M, Z
EBROARy FE W EL 2.

79

16

| =¥ <A 2 (CoHgNO) D [mg ()

i) J =WsX (AT/As) X (V,/25)

VapvA YOk [mg )] =wex
Ur/4s) X (V./25)

80

21

VAT AOMRE  EHEEKR 1004 L IO &,
ERoLETCHRETEEE, »THSY
v, WIZEEHBEOIEIZEH L, 0ok
X6 U ETHS.

VAT LOMRR  BEEBRK 100 L Ico X,
LROZKBETHRIETD EE, VS
N, HEEMEOIBIZER L, #0458k
X6 LUTFTH 5.

82

FBIECIVRBRETO L &, ®WET5.
2L, PRI D PRSI}
LCERTS.

BIEICIVRRETO L &, BETS.

82

ARZITO L&, BETS. EEL, &R
BRIEISFEBAVBEAMG IS L CGERT
5.

RERZITO L&, BEET 5.
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88

(1) BROTAHY K25z 08
WEBLTHH LA S0mL 2%, B
HERE AT CnET 5.

(1) BRUOTALY K&H2.5gicHE
WEBLTEHHA L 50mL 20k, BWRE
HES % i) Chngve 5.

95

BEWE : VB TKEN Y U b 2728 Bk
IZEH L, 1000mL & LRIz, U »E2.31g
FAIZESL, 1000mL & UREEz T
pH3.5 ICEREEY 5.

BEE : U VEBEKEZ A Y UL 2728 K
iZHE L, 1000mL & Lioiic, U v BE2.31g
FARIZEDL, 1000mL & LiciksEinz <
pH3.5 IZFREE4 2.

99

22

i 1 BORNEMERY ML, ImL Fic=
'Bsg'f/:/ (C]LHZIN«O')S?) ‘ﬂ("l‘j 1.5m_g %ﬁ;z{l’

i 1 BONEHERYBL, [=FFY
v ] 75mg M7= W BEHE SomL & EREIH

TeL2nbE5cBBHEEML TERIC

Z, 10 5BE L <IEY BELE, FEhLpl

ymL 215, 10 ML RV IBEEE,

35, EEW yml 2ERICED, AERE

BLOBETS, FBEI10mL 2IEREICEY
PEEHEPRIR Sml # IEREICHN X, BEE SN

BIR Sml, ZEREZINL, 1ml Plo=FF
f)y (C”HENEOZS7) 7%“] 03mg %’3’@7&&

ZTS0mL &L, BEAEKRLETS. UTE
BEREPHRATS.

=HFF Y (CpHnNO,S;) P& (mg) =
WsX (0r/05) X_(V./10)

RELICEBEREME T VmL L, R
HHAR L35, LTERETZERTS.
:‘qu—:\/“.\/ (C12H21N50282) @% (mg) =
WsX (0109 X_(/V)

101

16

W : BAMICBE LA n Ty = U ERS
OFERE (mg)

Ws:"\ona7x BEKOFTDE (ng)

107

12

Ws: EXG LY AZHRERGOFERE [mg (H
fifi} 1

Ws: EXTUD ERRORRE [pg (H
)]

112

13

Buformin Hydrochloride

Buformine Hydrochloride

113

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

23

Buformin  Hydrochloride  Enteric-coated
Tablets

Buformine = Hydrochloride  Enteric-coated
Tablets

129

0.02mol /L. =F L > PF7 I v MEHEE K
FZFTMY T AE ImL = 272Img
CaHPO,

BIERTEDEHERD L S ISHDH B.
*Rr R ¥ EBHRRE

0.02mol /L TF L IF I L TUEER K
RZF MY T ALK ImL = 272lmg
CaHPO,

129

15

0.02mol /L TF L2 IVF I UEER "X
KZF PV T AE ImL = 3442mg
CaHPO, * 2H,0

FEEAEQEERD & S 18 3.
T

0.02mol /L =Z=F L7 I L MUEHEE =K
RZF MYV ULAE ImL = 3.442mg
CaHPO, - 2H,0

131

KREOHK 040 LV, FAKEIZLIVR
REREL, BB21T> (Sppm LATF).

REDHE04g % & VFEARIT L VRIRE

| AL, REETTS (Sppm L.

131

14

AHOBEK 040z 2 LY, FBAEBICLVE
WEFRHML, RBET> (Sppm LUT).

REOWME4g % &0, BLETIVRIEK
ZHRL, RBRETY Sppm LATF).

131

040 B LY, FB4BRIZLVBRIEEHA
L, RE%EITS (Sppm LAT).

K04 k&Y, FAET LV RETTN
L, RB&Z1T5 Gppm HUT).

131

14

BHmOBE 040 &Y, HBAETL VR
BERBL, RBRE1TS Gppm LUF).

KEDOHFR0A4g % LV, FAEIC LV BRI
AR, BEBRE1TS (Sppm LUTF).

132

AEORHF 040 22V, F4EICLVRKR
BEREL, RBRE21T5 GSppm UUTF).

REO¥MEL L0, F4HEIZL YR
ZHEML, BBE1T5 (Sppm BATF).
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132 &

R RE L AROERICA L, T
Feal&yy (Fe ko) #FY ok
;%_k LT) 0.08%LL E%&e.

FABTBRE LU AEKOBRYIZHL, T
Feald &0y (Fe k=) #Y URpEE
BELT) 0.08%LU RS,

132 &

16

A 040e LV, FEAEZLYRIEEH
®L, RBETS5 Gppm LAF).

AihO4g &, BABIC IV RIEE TN
L, BRB%&175 (Sppm LLTF).

132 &

Fekea)¥yy (FeRkeal)Fyr
ﬂ%ﬂfx% (C22H24N207) k LT] 0)% (mg)

FeFrayFyy (Fekaayyy s
Fﬁ@iﬁ (CZ2H24N207) & L/—C] o)i (mg)
=WsX 4y 4s) X (1/4)

133 A

KEDOHER040g LV, F4ERIVR

| BEREL, RBEEITS Sppm BT

EEBOWMEAe T & VE BRI YRR E
FEL, HBETS Sppm BTF).

134 %=

A 040g B LV, FAKICL Y RELH
L, HEBETS Sppm LLT).

A 04g % &V, FABT IV RKL TN
L, BBE1T5 Sppm LLTF).

134 &

18

AROBEK0AWgZ LY, BaEcL v
RERHEL, ARE1T5 Gppm BLF).

KEOWEKA4g &V, FAEIT L VR
ERBIL, BBREITY Sppm LUT).

134

Rt

12

AL 0.40g B LV, FEAEZLVRIELHA
WL, BBET5 Gppm BLTF).

AiL04g F &V, BAKITL VR E TR
L, RB%E1T5 (Sppm LLTF).

134

KEOWMK0A0g % D, FA4ETIVR
REFRBL, BRB21T5 Sppm BLT).

BEOHR4g T &Y, BAEIZ XL VIR
RRML, BBETY (Sppm HUT).

134

11

AROBEK04A0e 2+, BA4EZLVR
BEERHEL, RBE21T> Gppm LLTF).

BEOMKO4e F LY, T4 EIZXVIRIE
EHRBL, BBETY (S ppm EIF).

136

AEDHF 040 LD, BAETLIVER
RERML, REETS Sppm LATF).

BEOMKR4g % L D EAEIC X D RIEE
L, REETS (Sppm BLTF).

136

AR 040 D, B4BRITIVRIEEH
B, REBREITS GSppm LF).

A 04g &Y, FAKICL D IRIRE TR
L, BBREITS (Sppm LLTF).

o | oo | B | oF | of

139

17

AEOBFE040g LY, F4ETLvE
?&%%@L, REEITY Gppm LLAT).

BEOWK0Ag F L VEAEIC L VRIS
FEL, RBREITY (Sppm LLTF).

At

140

17

EHOWK040g &Y, F4EIZLVE
HEREL, RBREITS Sppm LAF).

EROBHR04g 2LV, F4ETLVIREK
ZRML, RBRETS Sppm UTF).

140

FEHOHEK040e 2LV, F4EZ LR
BERRL, RBRETY Gppm L.

BEOKHK4g &Y, B4ET L BIK
FREL, BBRETS> Gppm LUTF).

140

20

A 040 LD, FBAKRTIORIELHA
ML, WBETY Gppm LLT).

Aim04g &V, FA4EIZLY Rika A
L, #&%1T5 (5ppm LLT).

141

15

(1) -7 ARBR FER{EL EEL
RBERNTITD.

(1) B—-7rAKRR AR, i

H, R LEEBERVTT.

142

A | oob | b | o

14

EROHE 0402 LV, F4HEITLVE
BEREL, RBREITS Gppm UT).

KEOMR4g % L VFLEC L OBRELE
WL, RBETS Sppm LUT).

142

ot

20

A5 040g B &Y, 4 BICK YV RIREH
WL, ABRETS Gppm UTF).

AL 04g %LV, BABET LV RIEEHER
L, B®E1T5 (Sppm LAT).

)y

142

AELOBE 040z 2 &, FA4ECLVR
RERBL, FB%1TY (Sppm DLF).

BEOBKAg LV, B4 EIC XY BRI
ERBL, HEBREITY (Sppm LT).

143 &£

AL 040g LY, B4ECLVRIEEH
"ML, A®ETS Sppm LLT).

i Q4g &, BABZ L D REE AR
L, B&%1T5> (Sppm LLTF).

143 K/

EROBHK040g LY, F4ETEVR
BEREL, RBEET5 Gppm BTF).

REOBEROAgZ L VEIBIZL OV RiEE
B, RER%E1TY (Sppm LLTF).

144 &

Ak 0408 B LV, B4KICL Y RIREHR
"W, RBETS Sppm LLTF).

K04 % &V, HAKIZ LY Rk
L, BB&%172 (Sppm LLTF).

144 %=

16

EHOBEK040e 2 &Y, FE4ERZLYH
HEREL, BBE1T5 Gppm LUT).

RKEOHE4gZF L VEIEIZLVRIER
REL, RBEITY Sppm LLTF).
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144

EEOBK040g 2L, E4®BcLvR
REFAML, RBRETS Sppm BLF).

EROMKRAgF &V, F4ERZLVRIK
EHML, BBRETS (Sppm LAT).

144

i 040g &V, F4HBECLVRIEEHA
B, RREITS Sppm LLT).

EHmO4g H &V, FA4KIC LV kLT
L, R&%1T5 Sppm LLTF).

145

10

BEOBEK0Ag Z LY, FB4ETLVER
WrHREML, RBET5 Gppm BATF).

FRmOBR04g &LV, BAET LV REK
ZHREL, RBREITS Gppm LLTF).

145

of | oof | o | of

17

Adh 040 LV, F4EZLVBRIELH
B, AB®EITS Gppm LT).

A 04g F &V, FE4EIZ L v Rike TN
L, &&%175 (Sppm LLTF).

146

Rt

FEOMEK 040z &Ly, BaELLVRR
BEREL, RBET5 Sppm LUTF).

KEOBHER0Ag # & 0, FAEIC L VEEK
EPEEL, BREITS (Sppm LLIF).

146

13

FEOBRAe &Y, FI4ERLIVE
WERML, PBE21T5 Gppm MUTF).

KEOHER0Ag % &V HE 4B X D iRk®
L, ®BEITS (Gppm L)

146

13

ABOKHEK 040 LY, BAETI 9B
BEFARL, BBETS Gppm BT).

REOMK04g B LV, BT X 0 RIE
ERBL, BBETS Gppm LLT).

146

Rt

BEOHER0Mg LY, FaETLoR
BERHEL, RBETS Gppm HTF).

FEOMK04g % LV FAKRIC LV REE
ML, BRBREITS Sppm LUTF).

146

K 040g LD, FBABCIVRIEELHA
gL, BBRETY Gppm LUT).

A 04g &0, BaEZ Ly RikETEH
L, BBR%E1T5 Gppm LLTF).

146

16

AEOBME040g 22D, FBA4EIZLVR
WERAML, RBEETS5 Sppm HTF).

EEOWERUg ZE Y, B4R L0 BIK
WL, RRETS Gppm BT

146

16

A 040g 2LV, BAECIVRIEEHA
L, RBEEITS (Sppm UTF).

K Q4g B &Y, Bakick v kRN
L, RE&Z1T5 (Sppm LAF).-

147

REOHR 040 F &0, F4ECLVE
WERRL, RBE1T5 Sppm BTF).

AEOHR0Ag % L D FARIT LV RIKE
WEL, RABRETS Gppm LT).

147

17

AEOHKR 040 LD, FAECIVR
WERHUL, RBEITS Gppm UT).

KEOBMK4g ® L0, E4EIT I VR |
ERML, HEBREITY Sppm UTF).

147

of | of | of | of | o | o

BEOBE040g L0, FA4ECLVE
WEREL, RBE21T5 Gppm HUTF).

REOHKRAg 2 L 0, FA4EITL Y BIK
EREML, REBRETS Gppm LT).

148

)

A 040 B LY, FAKICLYRIEEHA
KWL, ABEITS Sppm LLT).

i 04g &0, FWAKRIC L VRGN
L, BB%1T5 (Sppm LLTF).

148

16

EHOBTR040g Z &Y, HF4HBRIZLVE
WEASEL, RBEE1TS (Sppm LLTF).

REOHBRQ4g B &V, EA4EZ LV BIE
PR, HEREITS GSppm LT).

148

11

EEOBFR040g 2LV, FaEcL vk
REFEML, RBEETTS (Sppm LITF).

EEOHTR4gZ LD, F 4B L VR
ERBL, BBRE1TY Gppm HUT).

148

)

A 040g B LV, FABICXVRIERHA
"L, R®ETS Gppm LATF).

A Q4g B LV, F4BICI Y Rk AR
L, RB&21T5 (Sppm LIF).

148

AEOKMEK040g # &Y, FEAECL iR
BERML, RBE21T5 Sppm LUTF).

KEOBHKR4g % LV, BAEIC I g
FREL, BBRETS (Sppm BATF).

148

17

AEHOBER 040 B¢V, FEA4hickvi
REFRML, RBEE1TY Gppm LLTF).

REDOHR04g ZE D, BAETIVRIE
EHEL, BBE%1T5 Gppm HTF).

149

BEOBR0A0g &Y, FA4ECIVR
WEFAML, RBRE1T5 (Sppm LUT).

AEOWER04g 2 L VEAKRIT LV RER
HEL, REETS (Sppm LTF).

149

13

A5 040 B LY, F4EIZLVRIEEHE
wWy, BBRETS (Sppm LLTF).

R 04g & LD, BB X Y Rk HAY
L, RB&%1T5 Gppm LLF).

149

of | ot | of | of | of

11

EROBK040g &V, HA4EITI VKR
BEREL, RBETTY Gppm BT).

KEOHMEL4g Z &V, F4ETIVREK
EREL, RBETS (Sppm BAT).
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1499 &

FEOME0Ag LV, B4BEIZELVR
BEREEL, RBETH> Gppm UF).

EEOMK04e L0, FE4HIT L oK
EHRBL, BBRETS Gppm UF).

152 %=

KEDOHHE 0402 LV, F4BITLVE
WEREL, BBEE1T5 (Sppm LUTF).

EREOWEAe 2LV, FA4EITLVRIE
R, BBETS Gppm MTF).

152 &

12

KROMKE 040 FEV, BaEcLoR
BEREL, RBRE21T5 (Sppm LUTF).

REDOBT04g % L D FAEIC L VTS
FRBELL, RERE1TY (Sppm LUTF).

152 &

Fin040s 2L Y, FA4BECLIRIEEHA
#L, RBRETS Gppm BTF).

KRB04g F &V, FAKICL YRR
L, &% %475 (Sppm LATF).

152 &

23

EELOBMER040g VD, FA4BETLR
BEREEL, ABRET5 Gppm LLF).

RenDHKR04g & LV, F 4TIV BRIK
EREL, BEBREITS Sppm BT).

153 &

A 040 LV, BAKBEIVREEA
WL, ABRETS (Sppm LTF).

A 04g % LD, A XV R R
L, BB&%1T5> (Sppm LLTF).

154 %=

12

KEOHE040g B2V, FEaEICLVR
BERHUL, BBEEIT5 Gppm LTF).

EEOME4g &0, F4HEIZL VR
ML, BBE1T5 Gppm KF).

154 . &

EBHOBEK0AWeg 2Ly, E4®EITLVKR
WERML, BBE2T5 Gppm LUTF).

EEOKHEAg F &V, B4R I VIRIK
ML, BBRETS (Sppm DIT).

157 #A&

13

RKEOHK0A0g 22V, B4ECL0RK
HEewML, #BEIT5 Sppm BLTF).

FEOHFT04g L VF AR L VRS
AEL, RRETS Gppm UTF).

158 &=

20

REDOHR 040 % LD, BA4ETLVR
BERML, ABRETS Sppm BLF).

EROMEKO4g B2V, BAKITIVIRK
ERML, BEREITS Gppm BIF).

158 %&£

11

040z &0, FAKICLVRIEEHE
L, RBEETH Sppm LITF).

A 04g & &0, FAKICL Rk TRE
L, BB&1T5 (Sppm LATF).

158 &

BEOBEK040g &V, F4LITEVE
WERHL, RBREITS Gppm LUTF).

KEOWME4e B LV, F4EIZ L VIRK
EHEML, RBRETY (Sppm ELF).

159 %

18

(1) - EB)—7A Kkl BT, BEL
ERBERANTTS.

(1) B—r KB REBEL,
1, BHLERERNTITS.

160 %=

1 ABOHMK 040 LY, FAERLIVR

WERAML, RBE1T5 Gppm LITF).

FROHFR042 % L VB4 B LY Bk %
AL, RBREITS (Sppm UT).
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