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TRk 213 8 2 H

HEERREETER (B)
EHEER AT

RS ERA R RER R
B ERE B AEE S B EEREOEM TSN T

BT HEYERFERSE—BM (T 19 FEEFBHESTE 316 B) [ToEEL
T, BlED LR V) EREREZEfWELET,
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AREREIX, ZER/F TORMSEICES
SHRELERRETHS. B, ZEFH
THIMENTWRVWESE Y ) THLe

LTI DIRT.

FREREZ, ZERF TORMERICES
THRELLERETHD.

18

11

RRERBROFEICIE, pH700_T b

CEEBEIRYXIT pH 7.2 DV ERERENR

WS,

HEE BB RORELCIE, pH7.0 DT b
V- BIEBREIR T pH 7.2 O U U ERRENR
FRNWS.

19

14

ZFhZhhbelg Xt ImL Y&, 2o
T, b7 axX ) 7 EH 100mL AA
STW5 2 FHDAES (38mm X200mm) X
IO BRICHET.

ZThZEh»51g T ImLEYERE- T,
b7 aR MY OTHEH 100mL B A>T
W3 2 EOZEE (38mmX200mm) Xixfh
DEBIHBT.

29

1000 mL FHiEREESA LK F14s (ZnSO, -
TH,O : 287.58) 5.7516 g #&1s.

mmmL¢F@§thﬁ%(hm4
TH,O : 287.58) 5.7512g %8

30

16

WEE (2.24) E% (263 nm) : 5.5 ~ 58
(20mg, A% /—/, 20mL).

WIEE (2.24) EFS (263mm) 155 ~ 58 (20
mg, A¥/—n, 20mL).

34

17

0.1 mol /L ZKER{LFT FY UL 1 mL
= 9.107 mg CsH;Os '

0.1 mol/L 7AE{kFT Y TAH 1 mL
= 9.106 mg CzHOs

35

13

Z0ik 1 mL #ERICEY, BEMEEMNL
TIEREIZSOmL & L, BEERELTS.

ZO# 1 mL ZIEREICEYD, ¥ ) —NF
X TEREIZSOmML & L, EEERET5.

35

22

RIHOFER : BEFERKR 1mL 2 ERICEY,

BEREZML TEMIC20mL £ 53,

REORER  EEFR I mL 2 EREICEY
AE ) —NVEMETERIZ20mL & 55.

40

EREIAZ ) —NMZBETFR$L, =4 ) —
v (99.5) IRREITIZL L, KITHETIZ
<V

BRIZAY ) —NCETRTL, =& /) —
v (99.5) IZRREHRT L, KITEITIZ
<V,

45

TATORE DN (CpHy0s) D (ng)
=WsX (01 0s)

TNATBRE N (CpHs0s5) OE (pg)
=WsX (01 0s) X (1/2)

46

18

WE: TN ) a7 = OEERRNH
SHTRDBLICTHESTD.

ERAESE : BEOC—I 0ERL TV
70T = ORERER O S E0FH

RE BEOE—J7 0N LTIVI ) T a
7= ORFFRESHS ST b X5
B35, A
ERAEGRR: 73 ) a7 = 0
B DY 5 (EDFEE

72

18

AT AOHEEE 7oL T=Rrn
A\/@IXTwJGﬂFﬁ§(3)@/
AT A BEAEERHERTS.

SRFADHEEE : T T =R A
NIVEBTRT)V]) OFERS (3)_()
FHERATS.

76

i, Zhiz =Y » ORERAER (1—100)
%ﬂ%mﬁﬁ?éki,%ﬁﬁ%maﬁt
M) Tz=ARAE ) —NVDOARy Mo
ST AMNEORBBEE,LLBEARY b
¥, BEBROXRy X DRV,

Bz, Zhic =Y U ORERARK (1—100)
FHEEET D L&, EEBREMLEB
MV AET =2 ) —NDARy MHET

BUBOREHEEN LB ARy M, &
BBEBROARy B X WEBEL 2.

79

16

Pa¥wd v (CuHeNOs) O& [mg (1
] =wsx (U 4s) X (V.,/25)

Va~vA T 0E [mg ()] =wsX
Ur/4s) X (V,/25)

80

21

VRT AOMERE  BHEHFIR 100 L IZ0%,
LROGHETHRIETSEE, YTV T
N, REEDEOIBICESL L, TOSEEE
6 LLETHB.

AT ADOMRE  EHEBEE 100 L 20X,

FEROFETERIETRLEE, VIV TY
N, NEEHEOIBIZEHE L, TONBE
IX6LULTFTHD.

82

FBIEICIVRAREITS L &, BRI 5.
EEL, FHBEIERA Y BEEEICX
LTERTS.

FIECIVERET) L&, BETS.

82

RRETOLE, EETH. KLEL, AR
BRENESRAY BEMRICH L TERT
3. :

RBRziTo L&, BRTS.
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88

(1) BROTAHY K 25giHr
IEB L THHA L=k 50mL 2%, B
HHBF T g 3.

(1) BROTAHY &K 25glHik
ICEBLTHALE 50mL 2%, BHRES
HEEZ T ThEvT 5.

95

BEE U CEBETKEL Y b 2.72g BK
WZEEH L, 1000mL & L7igic, U v E22.31g
FAKIZENML, 1000mL & LiiE%EMNE T
pH3.5 KRREET 5.

BEME: U VBBKECZ I Y DA 2.72g BK
IZEH L, 1000mL & LRI, U VB 2.31g
EAKIZEMNL, 1000mL & LiciEEZ T
pH3.5 KRS 5.

99

22

Aén 1 BONFHMERY L, ImL Piz=
“’f:f‘:/“/ (Cnﬂsz;O‘;S’) ;f‘\‘ﬂ 1A5m2 %‘é‘il’

a1 BOAEHERVHEL, [=FF
) 75mg ¥ VBN S0ml FIEREIZM

BLR22 L5 CBBBEEMX TIEREI

%, 10 SAEL IRV BELE, BLHEE

VmL ¢33, 10 oML IRV BEFLE,

35, FER vml ZIERICEYD, RIERE

ELAOBET S, EEIR 10mL 2 IEREICED
PUEEHERSIE SmL 2 IEREWC 0 X, BEIE 2N

BR SmL FEREWCMZ, Iml, FZ=¥F
T (CH,N50,S,) #3 0.3me #E e &

X T50mlL &1, BRAEKETS. UTE
BEFERTS.

=HFF DY (CH;NsO,S,) DE (mg) =
WsX (01/0s) X _(V./10)

25 LS5 IKBEMEEMAT rmL &L, &
HERE 5. UTEERKRSERTS.
:—Hi%:\/\\/ (Clelesozsz) @i (mg) =
WsX (0r/0s) X _(r/¥)

101

16

Ws:BAMTHBREL AT n 7 = VEES
OFERE (mg)

Ws: 3707 x AZHESOFRE (mg)

107

12

Ws: EXFT VY VZEEROFRE [mg (I
1) 1

Ws: EXT LY AREHOTRE [pg (7
1) ] ‘

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 TF L2 IF7 I MBI
FZFMYULAE ImL = 2.72lmg
CaHPO,;

5
FIEETEOEERD LS IStk 5.
‘i K B OEBRER .

0.02mol/L =F LT I UEER K
EZFT MY AR ImL = 272lmg
CaHPO,

129

15

0.02mol/L! TF L TT I L MEEERE Ik

F_FT MUV UL ImL = 3.442mg
CaHPO, - 2H,0

FERSAOEERD LS IS8 5.
‘B m 2 mpEE ,

0.02mol, /L. TF L U7 I L UEER K
ZZF MY DA ImL = 3.442mg
CaHPO, - 2H,0

131

EROBHER040z 2V, F4HEITIVR
WEREL, RBEIT> Gppm LT).

AROBHF04g % L VEAEICL Y RIEE
FRARL, BBETS (Sppm LLT).

131

14

AEOWER040e LY, E4ETLR
EEHEHL, RBREITS Gppm LTF).

AEOBHER04g B LY, FBA4EIC L VRE
FREL, RBRETS GSppm LT).

131

040 2 &Y, E4BIZLVRIEER
WL, RBEITS (Sppm LAT).

ER04g LY, BA4KICLYRIEEZHE
L, R&RETS Gppm ELF).

131

14

REDOPHK 040 LY, FIHECIVR
WERKL, RB%E1T5> Sppm BTF).

EAROMEK4gF LY, BEABTLVHRIK
ZHREL, BREITD Sppm LT).

132

AELDOPER 0.40g &Y, B4EICLVR
WEREL, RBREIT5 (Sppm LTF).

AEOBKOAgx LY, BA4ECLVRK
EHREEL, BRBRETS (Gppm LT).

25




16

HammL, RBET5 Gppm BTF).

" T E. =
B RE L ARORRMICA L, Tt | AmihE L ERORRYIH L, 7L
132 % 9 Faaysyy (Fekaa) YUk | Feal &Yy (Fe Fox ) #) Ve
W LT) 0.08%LEE AT, #ELT) 0.08%LL ExETr.
' K040 EE Y, BABEKLVRIRER | AR 04g LV, B4ECL Y REE AN
132 = 16 | mL, #®ufT5 (Sppm UT). L, B®ET5 (ppm HUT).
FEraal#Uy (FERRalFIY | FEFRa)F Ty (FEFaa)F) o
132 & 2 Wik (CpHMWN,07) & LT) OE (mg) | BEERE (CpHuN,0.) & LT) OE (mg)
=WsX (41 Ag) X (1,/4) =WsX (Ur/A4s) X (1,/4)
AmDMK040g &V, FA4ECLIVR | KROBHKR4gE &V EIET IV BIKE
133 & 7 BERBHL, R®EFD Gppm UF). | BEL, RBEFS (5ppm L),
i 040e %Y, BA4FICLIVREZHE | AR 04 F Y, F4BET I RikE TR
134 & 8 ML, REBEF5 (5ppm UTF). L, RBETS (Sppm UF).
AEOBHEKR40e LV, BA4ECIVR | KBOBKR4gZ &V, 4 BT X VIRIEK
134 = 18 mpmmL, RBETS Gppm UF). | WML, HRBEET5 (5ppm UTF).
A 040g # Y, FBLERIVREEZE | AR 04 % LY, B4 ke T
134 = 21wy, #8EE5 5ppm U, L, BEBETS (Sppm BT
BmOBMK040e F LD, FAETIVR | AROBNKR4gF LY, F4ECLVREK
134 & 2 mEWEL, RRETO Gppm UT). | AWML, BRET5 Gppm UT).
BREOHFK040e LD, BAKRITEIVR | ZROMK4e LY, B4 EIZXVRIE
134 & Il memslL, BBeT5 Gpom BT). | WML, BRETS Gppm UT).
EROHFT040g LD, BAERITIVER | KROBHK4e® LV EAEIC LY REE
136 & 7 BEREML, RBET5 Gpm UTF). | BEL, RBEF5 (Sppm UF).
R 00 kLY, B4 BCLVRIRER | A 0dg 2L 0, B 4B L D BRE L
136 & 2 ML, BBETS Gppm BT L, BBETS (5ppm BT,
AEOWMK040g B &V, BAKRIIIVER | XROHFK4g % L VEFELBICL Y RRY
139 & 7 | memslL, BB2E5 Gppm UF). | BRL, BRETO Gppm UT).
: EROWEK 040z 52D, BAEICLVIR | AmOBK04z 2LV, BAEICL Y BRE
140 %= 17 | s, s8%175 Gpm UF). | #BBL, REET5 (Gppm HUF).
EROHK040g 2LV, FBA4KRIZIVER | KROHK4g 2LV, BA4EICIVBIR
140 & P | mEmmL, REETS Gpm UT). | #EML, RRET5 Gppm UT).
A 040 % & D, B4 B L DRIEET | Ak 04g 2 & 0, B 4 X D ik e T
140 & 20 sy, RBETS (5ppm HUTF). L, ®B21T5 (5ppm L.
(1) E—rAKB RBER BXL | (1) E—Fr/AKBE FEEL bt
141 & 15 | emEmaReTHES. o, L EEBREENTHS.
ABOHKR040eFED, BA4ECIVR | KROMKR4gZF LV E4HBEICL Y BREL
142 & 4 | mrmEsL, BRBET5 Gppm UTF). | BEL, REESF5 (5ppm UT).
A 040 LY, FABCIVREER | AR 04e LY, B4ECI Y REZAN
142 & 0 lmL, RBETS (ppm M. L, BBETS (5ppm L.
EROBEK0A0g Z LD, BAEILLVIE | KmOBR04g LY, BEICL )RR
142 & 8 BEEEL, RRET5 Gppm UTF). | 2FHL, RBEFS (5ppm LUT).
K 0Mg F LD, BABECLVREETE | A% 04e 2L Y, B 4ECL ) RRE TN
143 = 2 WL, REEFS (5ppm L. L, B®EF5 (5pom HUT).
KEDOHFK040gZ LY, FA4ECEVR | ZROBHER4e 2 LV EIECIVRKRY
143 & 2 WEREL, BBET5> Gpm UF). | BEL, RBREFS Gppm UF).
| AR 040 B EY, BAKICLVRIRER | Ak 04ew Y, BAKRC LV RIREAR
144 = | BL BBREFS Gppm BT, L, BBET5 (Gppm UT).
o AROVEK04Ag LY, BAERTIVER | KEOBHTR4eF LV EIEICLVRIEE

AL, REEITY (Sppm LLTF).
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TR L, RBE{TO (Sppm LT).

) 7 .= = :
AEOMKDA0g 2LV, FA4EIZIVER | KEOHKR04g % &V, F4HEIZLVRIE
4 & B maeEmL, RBmET> Gppm M), | REML, RREF> Gppm UF. |
Af040g LY, BABICIVRIEEZHE | AR 04g % e v, F4EICLVREEHRY
144 & 4 | mL, BBETS (Sppm BT). L, ®ER%1T5 (5ppm L)
, AMOBK 0402 LY, FABTLVR | FEOHR04g &LV, FAERIZ L VREK
145 & 10 | mrmml, BBET5 Gppm L), | 2FML, BRETS (5 ppm UF).
AL 040g &Y, FAKRICIVRELEZA | AR 04 2LV, E4kIc L VRIEE TR
145 & 17w, ®824F5 (5ppm HTF). L, BBE1F5 (5ppm LIF).
REOBF 0z ZE Y, BIBECLDE | AROBK04zE &Y, B4 EICL )RR
146 Z& 8 WEEML, RBETS Gppm UTF). | #BEL, RBEFS 5ppm L),
EEOBR Mg ZE Y, BIECLDE | ABOBK0de & &V BAEIC L O BIRE
146 %= B me@EsiL, RBEF5 Gppm UF). | BRL, RBET5 (5ppm UF).
EROBHR40g %LV, FA4ERLIVER | ZROBHK04g %2V, FAEICL VBIE
146 Z& Bl memsL, RR%55 Gpem UTF). | #WEL, B8EF5 (Sppm L.
EROBFR040g Z eV, FBA4KICLIVR | KROHK4g & LV FEL4BECLVRIER
146 %= 4 BEESL, REETO Gpm UTF). | BEL, REETS (5ppm LIT).
R0 X LY, BAEI LV RELE | A 04e b L Y, B4R LD ARE B
146 & 5 WL, REETS5 Gppm LUTF). L, BB%T5 (5ppm UTF).
AEOBK 040 2 LD, BIEICIVR | KROBHR04g &V, F4HEIZLVBREK
146 & 16 | memsl, RBET5 Gppm LTF). | 2FHL, BBEF5 (5ppm UT).
Am040g LY, BAKICIVRIEEHA | AR 04e %LV, F4BECIVRIEZ TR
146 & 16 | sy, 82175 (5ppm UTF). L, RE&E1F5 (5ppm LATF).
FEROBF Mg ZE D, BAECLOE | SROBFR g ® & D E4EICL ) REE
147 & 6 BEEHEL, RBET5 Gpm UTF). | BWRL, REEFS (Sppm UT).
EROMF 040 &1, BAECLDR | AmOBE0Ae & 1, 54 BICL 0 RE
47 & 17 | mamslL, @255 Gppm LUF). | 2HBL, RBET5 G ppm HUF).
FROBFK0Me 2LV, BAECE VR | AROBKQZEL D, H4EC L 0BT
147 & 2 BEEAL, RBRET5 Gpm UT). | 2HML, RBEFTS Gppm UF).
A 040 B LY, B4 B LV BREEE | A 04e k& D, BAEIC LD Bk L
148 %= 8 WL, REFTS (5ppm HTF). L, 82175 (5ppm LF).
' KEOWR 040 LV, FAEICIVR | REOBFR04g 2L Y, B4EIC L VRE
148 &= 16 | ma@mL, RBET5 Gppm UTF). | #WEL, RBETS (G ppm LUF).
AREOHFK4A0e eV, BA4ECEIVR | ZROBEKR04eZ LY, F4ERLVBE
148 %= W lmemsl, RB2T5 Gppm LUF). | #WEL, HBEF5 (S ppm UTF).
AR 040e &V, BARCIVRIERH | AR Q4 L 0, F4ECE )RR
48 = 2 BL, RBRET5 (5ppm BF). L, BBETS5 (5ppm UF).
BROHEK0Ae 2D, BAECIVR | AEOBHR4g BV, EAECLVRIE
148 & 8 BEATEML, REETS Gppm UTF). | 2HEBL, BRRET> G ppm LITF).
FROBHR 040 2 LD, BABEICLVR | Am0BhR0de 2L 0, B4ECLVRR
148 & 17 | ma@L, R®2175 Gppm LUTF). | 27, BEBET5 5ppm UF).
EEOHK040e LD, BAETIIR | KEOBHKR04eZF EVEIBIC LV RIEY
149 & 7 WAEML, RBET5 Gppm UTF). | BWEL, RBEEFS (5Sppm UTF).
Am040g LY, BEARICIVREEZHE | AR 04e %, BE4BC LV REEZHAN
4 & 3wy, ®%275 Gppm MUT). L, BE&#175 (5ppm BLTF).
s % . FROBR0A0g &L Y, FAEICLVR | RROWKR4g &L Y, FAETLVRK

FREL, RBETD Gppm LLTF).
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AEOHHK 040 LD, FA4EIZLVR

FROPT04g 2 LD, B 4TECE VR

149 2 WEBEL, RBRET5 Spm LUT). | 2WML, BBEFTS (5ppm LIF).
FEOBK040g Z LD, BABECLIVE | AROBER4gF LY, BAEITI VR
152 20 D gmrmml, RBET> Gpm UF). | #BWEL, REEF5 Gppm UF).
KEOWME04Ag ZED, FBAEZIVR | KROBEK 4 F L VE4EICL D RIEE
152 2 mrmml, RBET5 Gppm UTF). | WL, R®ETO (5ppm UTF).
A 040g &Y, FAKRICIVRIEEZSR | KE04g %2V, 4B L VBRI
152 > ML, BBETS (Sppm M. L, BE®E175 (Gppm AT
EmOBHHR40e Y, BAEZIVR | KROBHFT4e F LV, E4EIT I VBRI
152 B mEWEL, RBETS Gppm UTF). | 2FERL, HBREF5 Gppm M)
G040 F LY, BABICKVRIRER | RE 04 2L 0, F4BT IV RIET TR
153 3 ML, RBETS 5ppm L. L, ®®%17> Gppm HUT).
FEOBERAg ZEY, FBAEIZIVR | K50HFK04e 2LV, FA4EICI VRIE
154 2 lme@eL, BRB21T5 Gpm UF). | 2W8L, RBEF5 (5ppm LUF).
AREOWE4e Z &Y, FAECLVR | KEOBHEKR04e LY, F4HBITIIVRIK
154 1 WEREL, BRBET5 Gpm UF). | 2WML, HBEF5 (5ppm LUTF).
KEOBR040g LD, BAECLIVR | KROBR4g s & DV BAEILL ) BHEE
157 B | me@\sL, %8275 Gpm UF). |BEBL, RBEF5 Gppm UF).
EEOHEK0LMg #ED, FIERCIVR | KBOBHEK4g 2 LY, B4EITI VBRI
158 20 mepmmL, ®BET5 Gpom UTF). | 2WML, REBEFTS (Spm L.
R 0Ae LY, BAECLVREER | X042 ¥ L D, B4BEICL VRRETE
138 o Im, B85 (Sppm BT L, BBEFTS (Sppm LITF).
FROMEK040e D, FAEICIVR | XROBEKR4g 2 LY, F4EICIVRIE
158 2 | mEmL, RBETD Gpm UTF). | WML, BEESF) Gpm M.
- (1) ®—-rAKEE FBRET BEL | (1) E)—rA K NBIEL i
159 B | eAEBERCTTS. o R L ERERNTIT.
160 . REDOWE0Ag B ED, BAEKILIVR | XROBERI4eF L VE4 BTV BRES

BaARL, RBRETS Gppm UT).

FRL, RBEZTO Gppm L.
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