' OB O HE K
TRk 2143 8 2 H

RIS ()
EBLEB P

A TR At PO A R
- EE A AR S BHERR ORI T

#w+RE AR E—BE (Fk 19 FEAFEEETE 316 5) ITH2EEL
T, B0 BV EREBELEMNNZLET, -




B+ IO H AR F—BfIE#E

1E

17

ARBREL, ZERLF TONMEEICED
SRELUFRBREBETHD. Lk, ZHRHH
THEMEhTWRVERSE [* ) THEde
ZEiC kAT

AR, ZERTCORMEEIRES
SHE LRBRETH S,

18

11

RREEEHKOBEIL, pHTO0 DT b
EEEBEE L pH 7.2 © ) CENEEE
FRWNA.

S EEORMICE, pHT7.0 DT 1
> SRR L pH 7.2 0 ) BRI
PHWS.

19

14

FhEhd» b2 i3 Iml HEE, 58 -
T, L2 A b Y STEML 100m L AA
ATWE 2 HOESE (38mm X 200mm) X
I OERICET.

FRERP G g T ImL Y EE - C,
by v = R U TR 100mL A AT
WA 2 BoEE (38mmX200mm) i
DEHICEA.

29

1000 ml. PHEEEREESE Lok Fos (ZnSO, -
TH,O : 287.58) 57516 g % &,

1000 ml HTiRESHE A -GKFON (ZaSO, -
TH,O : 287.58) 5.7512 ¢ &,

30

16

WYEEE {2.24) £ (263 nm) : 5.5 ~ 5.8
(20mg, A%/ -/, 20mL)}).

WLEE (2.24) B (263 nm) 155~ 58 (20
mg, A&/ —s, 20mL).

34

17

0.1 mol /L AKEMLT RV AR 1 mL

= 9.107 mg CHlOs

0.1 mol /L 7kER{EF + U o Ajk

= 9.106 mg CgHOs

1 mL

35

13

Tkl mL ZIEREICEY, BEEENL
TERRIZS0mL & L, EEEKRLT5.

ZOE | mL #EFEREY, ALY/ %
D& CIEREN S0mL & L, EEEE k15,

35

2

BHOME FEERE Inl 2 ERIZEY,
BEdR &Mz TEREIC 20mL 13,

MO  EBEN I ml 2 ERECEY,
AE I —NENZCEREIZ 20mL &35,

40

AL A F =S, oy S —
o (99.5) foeelEitic < £, AiTEE
LN,

I A F LB RYL, =X -
A (99.5) Rt KBTI
<y,

45

7’/]/7;]:1;(’5":/‘\}]/ (C20H3405) (D% (U‘g)
=WSX {QT/QS)

FTaAZ I (CpHh0s) OB (pp)
=WeX (0. 05) X {1.2)

46

18

i A = v O R A5
5D L TS,

MEBERE  milor—soEhs 7
I 7 77a 7 e ORI O S o

HE EBEOC—0BNLTLI TR
7 = OIRISRREDR S i KO WE
BT D.
WREEERE . 7430 e 7 2 0RE
RER R 5 fE &

72

18-

VAT ADMERE a7 i b
ARI BT AT OHERRR (3) 0
AT ABOEERERATS.

AF LD Tsor 7ok i
ATV AT ORIERER (3) (1)
TS,

76

Wiz, Zhio 3= Y o OREREE (1—100)
REEIIEET D L&, EERE,LEL
FIZ 2R B/ —NDARy Foxt
ETAMNBORBBERILBEARY b
i, BEHEEOARy b LRI,

T, Zhioos= U o OREEER (1—100)
B\ S L&, EEEENLER
FU AR T2 ) —ADARy MCHEET
HUBEOREEEI LB ARy b, E
HBEEO AR P L DE

79

113

Va2 (CplleNOys) O [mg
)] =wyx (dp dg) X (V.725)

VateAf 08 ng (M)] =W X
{dy/ Ag) X (¥.725)

80

2t

AT AOWE  EMER 100 ,L 0%,
FiROFEHETRETLEE, YT
A, PIEEREONRCIEL L, O
HeLLETHD.

AT LOUWRE  FHEEE 100 L 120X,
FROEHTERESSLE, YT
L, NEEHEOIECER L, TOo580E
HeLLFTHAD.

82

BIHRICLVRBRETH &, HETD.
L, ARBREEEEA D REM S
LCEAT2.

EIRCIEBREITY L &, BWETS.

82

HEREITD & &, @OTH. L, &
BRIGVIAESRA D SRR I LT
.

MBEIT) L&, HOT5.

15




.

%E“

88

(1) BEEUTLHY K& 25 WiFk
WEBL THA LR S0mL #I0%, 8B
ISR AT O A,

(1) BECTAHIY K258 108k
PEBLCHALE SomL Nk, B
HBE AT TNE 5,

95

BENH : U BRTKEN Y A 272g FK
REEH L, 1000mL & L7aiic, U o fi8231g
EAIZENL, 1000mL & Uizilginz <
pH3.5 (ICHRET 5.

HEMH : U Bk Y b 272 Bk
WAL, 1000mL & LARIZ, U ER2.31g
ERIZENL, 1000mL & LiiEehnz o
pH3.5 ([R5,

99

22

Fin 1 AORFRERY L, InL dic=
FFTr (CrHaND:S;) 9 1.5me &dde

1 HORNEHEROHL, [=FF
~ ) T5mg Ho VEEENE S0ml FIEFEICH

HERDEHICBEHMEENE TERE

A, 10 7L IR D B, sk

FmL b5, 10 SR R BERE,

F5. LB yml ZERICEYD, FERE

LT B . EEE 10mL R TERRICE Y,
PIEAEESTY SmL & ERCINE, BEERE M

FEIE Sml_FERECINE, Iml s iEF

2 (CHyNsO8,) # 0.3mg & &

T S0mE L, BBEESRETS. UTE
EEVERTS.

=WFPr (CpH NO,S,) D& (mg) =
WeX {0 0g) X _(F/10)

AL RBEIREME T rml 2L, R

BEkE T3, UTFTERELRFERATS.
=T (CHyNs0,8;) DE (mg) =
WeX (0 0s) X_7/F)

101

16

W AR L3y n 7 = RS,
OFERE (mg)

Ws: "o n7x A FEELHOTRE (mg)

107

12

Wg: B35 30 W AZHE R ORHE [meg (Gh
i)

Ws: BT U R OFPEE (g (D
)]

112

13

Buformin Hydrochloride

Buformine Hydrochloride

113

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

23

Buformin
Tablets

Hydrochloride  Enteric-coated

Buformine  Hydrochloride  Enteric-coated
Tablets

129

0.02mol /T, wF L U7 I o EEE K
FZT MY LA ImL = . 2.72lmg
CaHPO,

RENEOHERD L 3 ICHH 2.
R E R % OBHER

0.02mel /L =F L U7 3 o MUERER Tk
EFPRY T AR Inl, = 2.72lmg
CaHPO,

129

15

0.02mol /1, =F VU7 I FEEEE 7k
F_F MY AE ImL. = 3.442mg
CaHPQ, - 2H,0

REREOBERD &S SHRH D,
WM BB RHER.

0.02mol /L. TFVLPT7 I o MERETAK
TSRV T AE ImL = 3442mg
CalPQ, - 21,0

131

AROWEK 0408 2 LY, F4BETLY R
EEEL, BEEITS (Sppm LAT).

Aan DR 04g & L D E 4IRS L VRS
WL, RBEITS (Sppm ELTF).

131

14

EROBR 040 Y, Baklck vk
AL, BEETY Sppm BLF).

AR OBH 048 & LY, B4 BT L0
EHEL, RBRETS (Sppm BIF).

131

Fh 040g 2 0, B4 LV IRRER
WL, BEETS Sppm BT,

A 0Ap &Y, T4 L Y BT
L, BEREATS (Sppm BLF).

131

14

EROBT A0 FE 0, B4kEicLvin
WEHERL, HEBE1TY Gppm LUF).

AFEOBE04g % & 0, B4 B L YRR
REL, BEEITS (Sppm BUF).

132

EROBEMNE LY, BB LOE
BEHAEL, BREIT Sppm LUF).

EinOBFE4g F 20, B4 EC L O BE
LML, BEBAETTS Gppm ET).
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132 %

AREERE L - AROoEEhIcEL, T
FraiFly (Fekfueal &Y Bk
92 LT) 0.08%8L EA S

EfidiaE Ui Howmmmicd L, Fe
Frad iy (Fe Fual) # ¥ g
BELT) 0.08%LL EEETr.

132 &

A 040g B 20, BAEICILVRIEER
L, RAEBREITY Gppm LLF).

R4 D, BAERIC LR
L, #BE7T5 (Sppm EAT).

132 &

FeFralFVy (FrefFralfyr
ﬁﬁ’ft% (C22H14N207) (E L/T] @% (ng)
=WgX (AT/As) X (1/4)

FhRaadFyy [(FrRaeal) gy
Eﬁ@iﬁ {C21H14N207) ¢]_' L_C] (D% (mg)
=WsX (dr/Ag) X (1L./4)

133 &

AROMFT A F LD, a4l
TERHEML, REBETY GSppm BITF).

AEODBE 4 B LN EA BT LV RS
WRIL, #MBEITS (Sppm BUF).

134 £

040 XY, E4BRL I ORIELHE
B, #BETH (Sppm LT

Al 04g B2V, 4T LY ik a R
L, #E%4FD5 (Sppm BLTF).

134 &=

18

ESROEER A B2, F4ER LR
AL, BEBEITY (Sppm BLUTF).

AHOMFELe F LV, 4B L D IRE
PR, BBREITO Gppm LUF).

Rt

134

12

Fah 040z B LD, B4R L OREEHN
L, BBEETS Gpepm BT

04z B LD, EAKIC L O T
L, B3T3 Sppm AT,

134

AmOBE Az LY, HeEcLvk
EERERL, RBREFY (Sppm BLF).

FROBE M T LY, B4 BT LV HIE
PREL, REEfTY (Sppm LIT).

134

11

AmOBK 040 &Y, FEaio LR
REHBEL, REETS Gppm BLF).

FEOHR I FEY, BB IR
FREL, BBETS 5 ppm ELIF).

136

FHOKER A Z LY, Bi4HECLVE
TEERRBL, REBEETS (Gppm BAF).

FROBMEAe R LV EARIC IV RESY
FREL, FEREITY (Sppm ELT).

ot [ of | of | o

136

A 040g B LY, B4 BTV BRIEES
Wy, PEAITH (Sppm LLT).

Fh04g & E Y, F4IRICE IR ETRY
L, #E#1T5 (Gppm ELF).

139

ot

17

AEOEE A 2L, BaEzkok
WEEARML, REBETS Gppm LIF).

AABOHFE4e F LV ELELL v RES
L, BREBTITY (Sppm LLTF).

BT

140

17

ESMOBEMW: T LY, Fakic kv

| EEERL, MEREITS (Sppm BLT).

ELOBMFT 04 B LW, BA4EID X0 ik
ML, BEEITS Gppm BLUT).

140

ot

AEROEK 040 B LY, E4ERZLVE
HEEREL, BBRETS Sppm BT

FROBFELz F L0, EABIZ L v iRiE
FAREL, BERETTY (Sppm ELT).

140

20

Ain 040 B E D, F4 R L DBRIEER
ML, FEEITS (Sppm BLTF).

A 04g 5 Y, F4E LY ke R
L, SEEITD (Sppm LUF).

141

(1) (By—4& A Rk iR, BXL
T BEE RVTITS.

(1) B~ ki &SRS, b
B, R LEERERVTIT Y.

142

14

EMOME e F LD, BaEick v
HWEHEESL, FBRETS Gppm BUF).

FAOBE0Ag & L VRIS L0 BRiEE

L, RBETS Gppm BLTF).

of | of | o | of

142

20

i 040g F LY, B4 BT L DR
ML, BEATS (Sppm LT

Afm04g B 1Y, FAEBC L viRiEL R
L, #EE%4T5 (Sppm LLTF).

bty

142

EROBEK Mg LY, Be4EC LR
R L, RBETY Sppm ELT).

FHOBHRAg F LY, HBakic L nigig
AL, BBEITS Sppm LLT).

143 &

Ak 0.40g ALY, B4 BIELDRIEESHR
ML, BBRETI Gppm BATF).

Afh0dg F 20, BamIiC kY R IR
L, #4475 (Gppm BAT).

143 A

oMK LY, BoERLIVE
EEHEL, BBEiTY Sppm BLTF).

EROHELAeF L VE BRI L DR
L, FBETS (Sppm BLT).

144 £

A 040 b, BARCLYRELH
B, BEETS (Sppm BUF).

04 B Y, FAEE LY BRiEE S
L, #EB%4T2 (Sppm LLT).

144 &

AROME 040 2 L0, FIEICLOE
EAREL, RBETY Gppm BAT).

AEOBFE 4B L VEIEIC L VL
B L, MECEITS (Sppm LIF).
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= T . E == .
. FROBE A # LD, B4EICLVE | AmOBER gk & U, B4 DL 0 i
B B s, mBEATS Sppm L. | FEEL BRETS Gppm M.
AR 0A40p 2L Y, BAKRICLVBRIELH | FRAzFL Y, BAEICL Y RGN
44 H 4 ML, RBREFS (Gppm BT L, SREEEITS (5ppm LLF).
FILOBR 040 E & D, B4 B L 0 | Aol 0dg & L 0, B4 i L 0 R
145 # 0 mrmsy, e Gppm LUF). | 2FML, RBREFS Gppm L),
b 04z &V, BARCIVEIEER | R odeg ¥ Ly, T4k X v ATRRY
145 T imy, BEmEFS (Sppm HUTF). L, 3E%175 (Sppm BLF).
FEOME A &Y, FBa4ECLYE | Ao Ro4e 2 L0, H4ER I VRE
e = B | BeEmEL, RBETS Gpom BT | #THL, BRETS (Sppm BT
AROBF 040 B L0, FaEi Lol | KGLoBER 4 FLVEIECL Y BEY
146 % B | e, s8E4T5 Sppm LF). | ARL, HBET5 (5ppm LLF).
' AROBRQA0g Z &Y, BAECIVHR | KROMER4eE LY, FLETLVREK
146 7 Bl memsl, REBRT5 Gpm BT, | 2L, 28375 Gppm LUF).
RO 040 B & 0, FBABCLYR | AROBHFE 4 b L v BA4EI LY REY
146 e 4 WAL, REBEPT5 Gppm LT, | SHL, REETO Gppm L),
An 040 F LD, FABLCLVRERR | A 0de & L 0, B 4EC L RIES R
lae H 5 WL, sMETS (5ppm BT, L, BER%FTS (5ppm BLIF).
- ARORH 040 B LD, BAECLOH | FROBKAg L0, B4 B LR
46 4 16 s, 3RBET5 Gpom UF). | 28HL, RBREFS Gppm MT).
Ak 040g R 2 Y, B4 BT L D RIGETE | Adh 045 % b D, 5 4 T £ U B % S
146 4 16 | sy, ®BETS (5ppm L) L, #BEF5 (5 ppm BT,
FRHOBMFEMg LY, FBAELIVE | AROHFR 4> L0 H4RIC L I BiEr
147 & 6 WEEML, RBETS Gppm UF). | BRL, RBRETS (Sppm HF).
FEOBEE A LY, BAERIDE | RL0oBRE 4 2 L0, BA4BEC L VBT
147 4 17 | masL, SBETS Gppm M), | 2E8L, RBAT5 Gppm L),
AEROBWHFE 0 B LD, B4HEELVE | RROBFE 4 2 LD, F4ECLVBRIE
147 & 2 AR, BRSO GSppm ). | #WEL, RBRETS (ppm BUF).
ik 0408 B & D, F4 I L ORI ETE | A 0Ag & & Y, B 4 BC & D ik A P
48 & 8 WL, REEATTH (5 ppm BITF). L, REEFTS (Sppm LLF).
OB 040g 2 L0, BABICL OB | ARORF 042 b 0, B 45K LY B
18 & 16 L ma@sL, REET5 Gppm BT, | 2FML, REWETS Gppm BT).
AEHOEHR 40 80, BAHBITLVE | ZROBERMMeg 2 LY, BA4RIZ LY RIE
148 % 1 memmy, RBET5 Gpom UTF). | #WRL, RBREFS Gppm BT,
F5h 040z % L0, Ba4BICE QRBEETE | Ak 0dg 2 & 0, B4 B L Rk s
148 & 2 WL, BT (5ppm LLF). L, BBREITS Gppm BT,
F RO 040 B E U, B4 EICL D | AmOBK 0dg # & 0, 84 BIC L VR
48 & 8 WARRL, KBTS Sppm BF). | #BERL, RRET5 Gppm LUF).
AHOBMTR0Ae 2 LY, BABTIVIR | ALOBFR4gH LY, B4EI LY BE
148 & 17 | memmL, B%T5 Gppm BT, | #WML, 3875 ppm L)
F OB 040g B LV, B4 HCL O | ARmOBEAg % b V4RI L 0 BlE
149 & 7 WAL, RBREFS GSppm BF). | @RL, SREBRAT5 (5ppm LLF).
Rl 040z 25 0, BABICL VREATE | A 0da & & 0, B4 LY Rk AR
149 Bl mL, #8575 (5ppm M), L, #BET5 Gppm ).
- I FEROBFE QA Y, BABCIvER | AROWE ek &V, BAE LB

EEFRARL, RBETY (Sppm BLIT).

FREL, BBEITY Gppm LLT).
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149

FROWMROAg LY, B4BICLOE
BEREEL, #EETY Gppm HF).

FROBR4g T 20, BT LYK
EHEL, RBREITS (Sppm BLT).

152

BEOEE M B LY, B4R LIVHR
TERFEHL, RBETO Sppm BUF).

EHOBEAe T LY, BABT L iRE
THEL, BEEAEITS (Sppm BLF).

152

RY

12

FROBE 0408 X 0, B4 L 0%
WERML, BETO Gppm BT

FAOREL F L D EIERIC LY RiEE
FEL, HBETY Gppm L)

152

040 LY, FBABCLVRIELH
WL, BEE{TS (Sppm BLTF).

Fhh0A4g LD, FABEK I REE AR
L, BEBETY (Sppm BATF).

152

23

ARBOWA 0402 BEY, B4kizkok
HWEEEL, HBEBREITY (Sppm LBITF).

ERoOBEL F LY, B4 LB
EPEL, HEREZITS Sppm BLT).

153

o | o | ot

b 040 22D, B4R LVBEER
BIL, BEREITS Gppm L.

a4 £ &0, HAHRIC L DREE R
L, #BEITY (Sppm BLT).

154

i

12

EKROBFEM g F LY, B4 Lom
WeRE L, FEEITS Gppm LUT).

AFMOBR A &0, B4 EC Ly
AL, RBE{TS (Sppm LLT).

154

FMOBE 04 B ED, E4EDLYR
WERmE L, BBETS> Gppm BUF).

KEOBRFEe F D, FA4EICLVBE
EFEL, RBETY Sppm HT).

157

13

EROBERAe 220, F4HECLVER
WETREL L, BER%EITY (Sppm LATF).

FEOBELAgE & DV F AL v REE
AL, RBETS Gppm BT

158

20

FhOME 040 Z 20, BaEBin LR
WERENL, BE2175 Sppm BLF).

REOBGE A 2 b 0, B 43T LRI
PR, BBHRETY Gppm BLT).

158

11

Adh 0408 F &V, F 4R L VIRTEEN
®L, BEETTS (Sppm LIF).

A 04g & L0, B4 B X R RR
L, BBET5 (Sppm BLTF).

158

EmOBFR QA0 LD, B4R VR
MR, FEBETY Sppm LLT).

BEOBEILg B LD, B4R L v
WML, BERAITS Gppm BLF).

159

18

(1) (B REfEDL, @kl
EEBERCTTS.

(1) (B i FEED, B8
B R LAEFERERHNTITS.

160

FEOBEQAe 20, Batkiclk o
EERARL, BBETY Gppm HT).

FROBACA T - VEAERIC L D B
AL, REREITS (Sppm ELF).
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