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FRBEL, ZERF TORMERICES
EHELERBRETHS. b, ZERA
THMEN TWRVWERGE ¢ ) THie
LIz kBT,

FRBIE, KR CoMMmaRIcES
EHELRRIETHD.

18

11

AREBBEOFARIZIL, pHT7.0 DT b
CRIEBREI T pH 1.2 0V CEABEIR
ZHNWA.

REBERBEORRIZY, pH7.0 07 b
v BRERER I pH 7.2 OV L ERER
FRW5.

19

14

ZhZhhbelg Xid ImL Y&, 2o
T, Bk oX Y PTEH 100mL AA
STW5 2 HOER (38mm X200mm) X
ORI .

FhZER,L g I ImL Y BT,
b7 er X Y OTHEM 100mLA AT
W3 2 BDEEE (38mmX200mm) Xixfth
DEBBIBT.

29

1000 mL FHiEREE LAY (ZnSO, -
TH,O : 287.58) 5.7516 g & &1e.

1000 mL PEREHEE LAY (ZnSO, -
TH,0 : 287.58) 5.7512 g & ie.

30

16

WEE (2.24) EM™ (263 nm) : 5.5 ~ 5.8
(20mg, A ¥ /—/, 20mL).

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

34

17

0.1 mol/L KEtFFY UL 1 mL
= 9.107 mg CgHgOs

0.1 mol,/L AEEFTFY ALK 1 mL
= 9.106 mg CsH(,Os )

35

13

T 1 mL #EREICRY, BEMEENZ
CIEFEIZ S0mL & L, EHEERKET3.

ZOWE 1 mL 2ERIZEY, 2F)—)\%E
Iz CEREICSOmL & L, EEXEK L35,

35

22

KOS  EH#ERK lmL Z ERICED,
BEHEZ M CEMRIC20mL &7 3.

R OFERS « RIEEW I mL 2 EREICED,
AF ) —NEMMEZTIEREIZ 20mL &7 5.

40

KX AZ 7 —NCBETRTL, =&/ —

L (99.5) IR TITL L, KiIZETT

AR

REEAZ ) —NZBEFRTL, =% ) —
A (99.5) IZRRETRL, KiCETi

K,

45

FATEREZ DN (Cplz05) O (ug)
=WsX (Qr/0s)

FATORAT N (CpHza0s) DE (ug)
=WsX (Or/0s) X (1./2)

46

18

WE: 73 a7z ORERERH
530725 X5 ITRRET 5.

HHEAEHA  BEOY—27 BN LT
27 e = OEBREOR S ffofE

HE  BREOC— 70BN TAI ) S
7z OREERAN S ST L5 cHH
3.
EEAESHE: 7L a7 = 0RE
B D 5 i D&

72

18

VARFADMERR /i TdeaRkv b
NIVBT ATV OFERER (3) v
AT LAEEEE R 3.

VRFADMER: T7arT7R v
NIVBIATNV] OMERR (3)_(i)
PHATS.

76

T2, Zhiz A=) OB (1—100)
EWHTEET D L X, EBEEE»LB
MYV Tz A E ) —LDARy bkt
BT AMNBORBHBENLBILARY b
I, EERROARy b B A,

FiZ, Zhiz/i= ) OFBAR (1-100)
EREIERET S L&, EERRNOET
FURETx ) —ADARY MTHIET
AMEBEBORENARNLE- ARy M, &
BEBEBROARy P XLV,

79

16

Vatwd v (ColHeNOs) D [mg (h
)] =WsX (U 4s) X (V,/25)

VagvA DRk [mg (M) =Wex
Ur/4s) X (V./25)

80

21

AT AOMRR  EHEFIZ 100 L 120 %,
EROFGETRIETEEE, VTHSY
v, REEDBONEZENL, T8
X6 EThHB.

VRTFLOMR  EREFK 100 L IZ0F,
LROEHETHRIETZLE, VFH¥SY
v, NEEDEOIRCEHL, FO58E
X6 LLFCTHS.

82

FIHECLVRBREIT) L &, BET5.
e L, ARBRIKIIAEEA Y B ot
LCERY 3.

FBIHECLIRREITO L E, BET 5.

82

RERZITY & &, HETH. LEL, &R
BRI ARA D BEM R U CEAT

3.

REREITO L&, WETS.
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88

(1) BRUTALY KEH 25 12H=
WWEBL CTRA LA SomL 20k, EHE
BHISRE T TE 5.

(1) BRCG7TALY  Rh25gcHr
CEBLTHHALE somL 20k, BFEA
HEE &2 AT Tmed 5.

95

BEME : U UBRTKEN Y U A 2728 K
IZEEH L, 1000mL & L7iRIZ, U VU BE2.31g
EAICIENL, 1000mL & Lz EIZ T
pH3.5 IKFREET 5.

BENE - U VBEAEZ LY T A 2.72g Bk
WML, 1000mL & LT, U U E2.31g
FAIZEHL, 1000mL & Li-EE2Mmz <
pH3.5 IZFHEET 5.

99

22

A 1IBOREHERYHL, ImL Fiz=
FF (CnLI‘)_]_Ns()7S7) 5 1.5mg %éf&
B E 5 CHBMEML TERRI

o 1 BOoNEHERYBL, [=¥FY
v 75mg ¥7 Y BENE SOmL % IEREIZHN
%, 10 B L BV BEEE, ELoE

VmL L35, 10 5L <EY BELE,

35, FBIE vml #ERICED, NEX

ELOBET S, FBIK 10mL 2 ERRICED
PIEREPRYE Sml * IEREICAN X, BB %0
ZTSmL LU, ABAKETS. UTRE
BIEPHERT 3.

=¥Fow (C12H21N502SZ) D& (mg) =
WsX (0r./0s) X _(¥./10)

7R SmL R EREME, ImL o =¥F
v (CpHuNs0,8,) # 0.3mg EeiE &
25 E5ZEEEENAT VmL £ L, &
PR LT3, UTERKFHERATS.
=FF Vv (CH;Ns;0.8;,) DE (mg) =
WsX (0r./0s) X (V' /V)

101

16

Ws:BABICBE L=\ a7 = ERER
OFRE (mg)

Ws: N7 a7z EREGOFINE (ng)

107

At

12

Ws: BT Y ABRSORRE (mg (5
1) ]

We: 65 oV R OFRE [ug (77
1

o112

13

Buformin Hydrochloride

Buformine Hydrochloride

113

o | of

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

Rt

23

Buformin Enteric-coated

Tablets

Hydrochloride

Buformine Enteric-coated

Tablets

Hydrochloride

129

0.02mol /L =F L ¥7 I L IGEER K
R_F MY AK ImL = 272Img
CaHPO,

BIERTEDHEERD LS ISHH B.
*hr k& 3 O EWHARE.

0.02mol/L. TF LT I UEERTIK
RZFT PV YLK Iml = 2.72Img
CaHPO,

129

15

0.02mol,/L =FL v I7 I IUEEE K
RIZFPITAK ImL = 3442mg
CaHPO, - 2H,0

FEHEQBERDES 8D .
B B EMER

0.02mol /L. =F L PF7 I UEME K
FBTZF MY UL ImL = 3.442mg
CaHPO,; o 2H20

131

AEFHOMK040g Y, FA4EICLVER
HEAML, RBEE21TY Gppm LUTF).

AEOBE04g % L VEIRZ LV RERE
ML, BB®E1TS Gppm MUTF).

131

14

AEOBME 040z 2 &0, a4zl
wAEREL, RBREITY (Sppm BLT).

RAROMKR04g % &£V, B 4B L VBRI
ZHRRL, RBRETS Gppm LAF).

131

i 040g B LY, F4BZIVREER
KL, RBEITY Gppm LLTF).

AiH04g & LY, FAKIZ LV R
L, RBR%Z1T5 Gppm LAT).

131

14

AEmOBKR040g LY, BAEITL VR
WERAML, RBE21T5 Gppm UTF).

RAHOBK0A4g Z 4V, B4EC LV RK
EREL, #RBREITS Gppm LT).

132

ARHOBHEOMWg 22, F4HBTLVR
RERML, ABE1T5 (Sppm LAF).

EROWERg 20, F4HIZ X Y R
EPRML, HBRETS Sppm LLTF).




BERUL, RBZITS (Sppm LLIT).

=1 T E . 2
R RE U EROBRMICR L, 7 | AmihE L EROGRR L, 7 ¢
132 % 9 Feayxyy (FeRoa) Yol | Feal &Yy (Fekea) &Y L
;e LT) 0.08%EL & &t HELT) 0.08%E EEET.
K 040g LD, HAEICE O RIEET | A 0de 2 L 0, B 40 L D ik T
132 & 16 |y, ®BR%fT>5 (ppm M. L, BEBETD (Sppm MT).
FebkrayFyy (FekealF)y | Feikral) LYy (Fekaaygyy
132 A 2 Y (CpHN,0p) & LTC) DE (ng) | MM (CLHMN,0.) L T) OFE (mg)
=WeX (/A9 X (1/4) —Wex (Ur/d) X (1/4)
AEOMK040g LV, BAEITIVR | FmORR04g & & 0 H4EIC LY Bz
133 & 7| mEmmL, R®ET) Gpm UT). | WEL, R®ET5 Gpm UT).
T 0A0g LV, BABRICL VRIEET | AG04g 2 L 0, B4 LY Rk TN
134 & 8 L, REETS (5ppm LIT). L, BB%E4T5 (5ppm SLF).
EEOBR A0 Z LY, BAECLVR | ZBOBRg 2L 1, B4 B L0 REK
134 = 18| mzmsL, ®BRETS Gpm UT). | WML, B®ETS Gpom ST,
Am040g LV, FBAFERICIVREEZR | 2R04g % &Y, F4EZ X YRk FSR
134 & 2 @y, R8EF5 Gppm UF). L, REEF5 Gppm L),
AROBE040e LY, FBABTEIVR | XAOBHEK4g ® LV, B4ETLVBE
134 & 2 WETML, RBEE5 Gppm UT). | 2WML, REET5 6 ppm L),
EHOBEK0Mg Z#E Y, BAECIVER | REOBHK4gZ &Y, F4HEIZIVRK
134 & | eamsL, ®ET> Gpom D). | #WML, BBEH5 Gppm UT).
EHOBMEA0g LY, FBAECLOR | RAOWEI4eZ LV FIER LV REE
136 H 7 WEEML, RBET5 Gppm UT). | WBL, RBET5 (5 ppm L.
A 040g 2L Y, FABCLVREEH | RR04g 2LV, F4EIT LY RIRERY
136 % 2 | mLU, ®BERS Gppm UT). L, BBET> Gppm UT).
RO 040 2 & 0, H4BEC L0 | AmOBR04e % & 0 H 45 L 0 Rk
139 & | mamEL, REETO Gpom UTF). | WEL, RERETS Gppm ST).
' AKEOHE040g &Y, BAECIVR | XROBEK4g % LV, BA4EICL VRE
140 %= 17 | masmsiL, ®®E1T5 Gppm UTF). | 2EL, R®EF5 Gppm LIF).
, EEOHEK 040 %LV, FBAKZIOBR | REOHER04g 2LV, B4 BT L VIRIK
140 A 9 | WEWML, RBETS Gpm SF). | XML, RBETS G ppm L),
Ahn040g LY, FABCKVBRIRER | AR 04g % 2 0, HABC LY BiRERE
140 A& 20 | my, REETS (5ppm LUF). L, ®BETS (5ppm LLTF).
(1) B -rAEME RIS, BEL | (1) B —rA R ARED, LoE
11 A B mamemoTrs. B, MR LAEBERANTS. |
FROMR A 2 E D, BABCLOR | FEOWKRAE & )B4 L ) B E
42 & 4 memmL, ®BET5 Gppm LTF). | WML, REEF5 (Sppm LIT).
i 040g LD, B4 LV RIRET | AT 0dg 2L D, B4 L) Rk e
2 & 20 | gL, RE®EFS (Sppm BAT). L, BERE1F5 (Sppm UTF).
FROMR A & LY, B4BECLOR | AROBK 4 &L 0, B4ECL DRI
A B | mamaL, RBRETS Gpom BT | #TML, BBEG5 Gpm UT).
. A 040g LV, BAECEIVIRIEEZR | ZH04g 2 ¢V, FA4EC LV RELZHRR
43 & 2 B, RBEEFS Gppm LLUF). L, REEF5 (Gppm LIF).
AROBEK0Ag #ED, BA4EICLIE | KROWHEK4g 2 LV E4 BT L VRIS
43 A 2 WEEEL, RBET5 Gpm UTF). | BHL, RRET5 (5ppm LT).
Adh040g B LY, FABCIVRBER | RR04g 2L Y, HAEC LV RIRERR
44 &= 4 #IL, REREFFS (5ppm LUF). L, RERZE1F5 (5ppm LIF).
I 16 BROMK0A0g &V, FAETIOR | KBOBHER4g LV EAKRICI VREL

ARL, REZETTY (Sppm LIF).

3/5




B 7 . 2 .
BHOWE 040 2V, FA4EZLVR | AROBEKR4g 2 LY, F4ECEIVRE
144 & B ma@ml, RBET5 Gpm HUT). | 2BWML, RBRETS (Sppm L),
AF040g 22V, FBABCIVRIEEZH | AR 04g %2V, BA4BC LV BRELR
44 & 4 WL, RBETS (5ppm L. L, RBET5 (5ppm M.
T AROBER0g R LY, BAEICE VR | FmOBRAg R E Y, B4 LD RE
us & 0 | mrmml, RERETS Gpm UTF). | 2WML, RBET5 (Sppm LUT).
AH040g LV, FBABRCIVRELZHA | AM04g 2L 0, F4ER LV REL AR
us & 7 I mL, #8275 Gppm L. L, BBET5 ppm ).
FEOHEK Mg 2LV, BAECIIR | RR0oBHKR04g %D, B4IEITE Y RIE
u6 % 8 WETML, REBET5 Gpm UTF). | #WBL, RBET> (Sppm LT).
’ FEROBR 00 2 LD, F4ERLVR | ABOBKRe* & D E4EC LD RKE
16 & Bl meEsiL, RB2F5 Gppm UF). | WML, RBEFS G ppm LF).
AEOMEK040g LY, FBAETIVR | AHOBEKMgF Ly, FB4ETIVRE
16 & B sy, ®RBET5 Gppm LUTF). | 2WHML, RBEFS (Sppm BF).
BAROHMEK0A0e B EY, BAETLIVR | AFHOBHEKRI4gE EVFIECLIRES
146 & 4 WEEML, REBET5 Gpm UTF). | @MU, REEF> (Gppm UTF).
T 0M0g B LD, BABICL VRIEET | AR 0dg kLY, B4 Bic L ) ks Tk
146 H 5 ML, REETS (5ppm LIF). L, REEE1T5 Gppm SUTF).
EEOBMR M B LD, BA4ECLVR | AmOBKRg &L 0, B4 5 LYK
46 & 16 | mammyl, RBEF5 Gpm UTF). | 2L, RBREFS (Sppm UTF).
| AR 040 R0, BABCL ORIRET | AR 04g B L0, B4 BT LD IR R TR
46 & 16 | s, RBEFS (5ppm LLTF). L, BRBET5 (5ppm BTF).
FEOBR 00 kL0, BABECLVR | AmOBHERLgE LV BIER L ) Rl E
147 & 6 BREML, RBET5 Gppm UTF). | BUL, RRETS Gppm L),
FRONROME FE Y, BAECLOR | ABOWK 04z % L0, B4 B L VRK
147 & 17 | me@my, REBET5 Gpm UTF). | #HWRL, RBET> (Sppm LLF).
FEROKHEK0Mg LV, F4ETIVR | AROBHR4g Z LY, B4ETIVHRK
47 & 2 BRENL, RBRET5 Gppm UTF). | #WML, RBET> Gppm LLT).
040 &Y, FBABITIVRIEER | A 04eg %L 0, E4EICKVREERH
148 %= 8 WL, REET5 Gppm SUTF). L, SREZ175 (5ppm LF).
BEDOVEK0A0e D, FA4ERIVE | RAROBMEK4e 2 LY, FA4EICLVRE
48 & 16 | mamml, RBEF5 Gppm BUF). | 2FML, RBEFS Gppm LUF).
REDOHE0AVe LV, FA4ECIVR | ZRHOBER g %R LY, FA4ECLVRE
148 % U | ey, RB21T5 Gppm UF). | #8ML, RBET5 (Gppm LUTF).
A A 040g L0, B4 RICE VIR | A 0dg w2 Y, B4 EIC L D Rk TR
18 % 2 BL, RBREFD (5ppm LLF). L, ®B%15 (5ppm LIF).
AGOBMEKOA0g LV, FAECIVR | AROHBER4g 2 LY, FA4ET LV RIEK
148 A 8 WEREML, RBRET5 Gppm UTF). | WML, BRBREFS (5ppm LT).
FROBR0Me ZE D, BABECLOR | AROWFK 04 2L 0, B4ECL )RR
148 & 17 wa@mL, R%41T5 Gppm MUTF). | WML, REET5 (Gppm UTF).
AAMOHER0A0g LV, FBAFECLIR | AFOREK4e# LV BI4EZ IV RER
19 H T | mEEmL, RRETS Gpm UF). | MAML, RRET5 (Gppm UTF).
| AR LY, BABICIVRIEER | AR04g LY, B4R LV REERER
49 & B ImL, #8%f5 (5ppm HUTF). L, REZE1T5 (ppm LIF).
o | FROBRe kLY, BABCLI R | FROBKOLEE D, B4 EIC L) RE

BeABL, RBETD (Sppm LUTF).

ZREL, RBETS Sppm LITF).
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AROBE04g 2LV, BAECLIR

FEOHKAg B &0, FEA4RITLVIREK

149 & 2 WAL, RRETO Gppm UUF). | WML, RBETS (Sppm MUF).
FROBF A0 2 LY, BABCLOR | AmOBF04g 2 LY, B4 EC L 0Bk
152 & 20 P mpmmL, RBEFS Gppm UT). | #HWEL, RBEFS (ppm LUTF).
FROBF Mg B LY, BABICLOR | ABOWR4E L D BAEI LD BRE
152 %= 12 | memmy, #2475 Gppm LUF). | WL, REEFS (5ppm HUTF).
040 LY, FLAECIDBREEZE | Xh04g 2L 0, FA4EIT L viRiE2 R
152 & S| mL RBEFS (5ppm U L, RBRET5 (5ppm UT).
AROBMKR0A0g LY, BAETLOR | KEOWH KR4z 2L 0, B4BUT LV BRIK
152 & B mEmeL, REEFS Gpom UTF). | #HML, RBEFS Gppm HUT).
' T 040 B LV, BAEICL VRIEE | A 0dg & & 0, 55 4 e & 0 ik s il
153 & 3 ML, REET5 (5ppm LIF). L, BB%T5 (Sppm BTF).
BROHE040g D, FAECLVR | KROHKR4g 2 L0, B4EICL VBRIE
154 & 2 | maemsiL, s8%T5 Gpm LITF). | 258U, RREFY Sppm MUTF).
EmOBR 040 LY, BABETIVR | REOWEK4e % &, B4 BT L VIRK
154 %= 1 WATML, RBEF5 Gppm UTF). | 2FML, RBET5 (Sppm LIF).
_ FEOKHR0A0g F LY, BAKTIVR | KROHK04g % &V F 4B LY k%
157 & Bl mamme, BaT5 Gppm UTF). | FEL, RBEFD (Sppm UT).
EROBHR040g LV, BAETLIYR | KGOBKR4g 2 L0, 84 EC LY BK
158 %= 20 memmL, RBET5 Gppm UTF). | #WHL, REEF5 Gppm L.
Am040g LV, FLABICIYREEZHA | KR 04e 2LV, F4BITL VRIGEAR
158 %= U s RE%E75 Gppm UT). L, REZF5 (5ppm BLF).
AEOHMK 040z # LV, FA4HETLVR | KROBH KR4z 2 LY, BAEC L VBRIK
158 & 2 | mEmmL, RBRETS Gppm UT). | WL, RRETS (5 ppm L)
() B-r KB &REL BEL [ (1) G-—r kB R, i
159 %= B | eaEBEmaTES. 0, W LEEBERNTTS. '
60 A . KEOHE040g 2LV, FBAKITLOR | KROWER4g % L 0 EIBII LY Rikx

BERML, RBREITY Sppm LUTF).

ABL, RBETS (Sppm LTF).




