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S ERE A ARR S —BRERE
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FRBER, —EBFTORNSBRES | ARBEE, ZERF TORMERICES
SHELELRRETHS. b, ZERY | IRELIHRETHD.

17

RSN TWRWERSIX
Z Lk RT,

| CHle

18

11

SEFRBEOFTMIIL, pH70 DT L
CEIEBE UL pH 72 OV ERRER
ZHWA.

REFEWBEOREICIL, pHTODXT L
v AEBER T pH 7.2 © Y VEBEEK
YRAW3.

19

14

FnEhhbelg Xt ImL S & 2o
T, M{br u X R Y CTEH 100mL A
2TW3 2 HOESR (38mm X200mm) X
IO ERICBT.

FRERMD 1g it ImLASEEEH - T,
Mk o R R Y STHEM 100mL A AST
W3 2 BANES (38mmX200mm) Xikfh
DERTET.

29

1000 mL PHEEH LAY (ZnSO, -
TH,O : 287.58) 5.7516 g 2 &¢e.

1000 mL PHIBEH tAkFad (ZnSO; -
7H,O : 287.58) 5.7512g #&te.

30

16

WRE (2.24) EF (263 nm) : 5.5 ~ 5.8
(20mg, *#&./—/, 20mL).

YeEE (2.24) EI% (263 nm) : 55 ~ 58 (20
mg, A¥/—/v, 20mL).

34

17

0.1 mol/L AE{LF bY T2E 1 mL
= 9.107 mg C;sH,0s

0.1 mol,/L 7KE#{LF FY A 1 mL
= 9.106 mg CsHOs

35

13

-~ mL 2ERICEY, BEEENL
CTEREIZS0mL & L, EREKET5.

ZoiEl mL #EREICERY, AF/—N%
Mz CERICSOmL & L, BgEKReE 5.

35

22

BHORSE EERE L 2 ERICEY,
BEEE M CEMRIC20mL 2T 5.

BRI ORSE  EEAK I mL 2 ERICEY,
A ) —NEMZ TERIC20mL £35.

40

ARIAZ ) —NMZBETRTL, =& /) —
U (99.5) kRREiTicd L, KITEITIZ
<,

ESIA Y ) —NTBETFRTL, =F/—
U (99.5) IR T L, ARICEITIC
<,

45

7/V7pnx577/l/ (C20H3405) DE (Ug)
=st (QT/QS)

FAFOAT TN (Cyplly05) OB (ng)
=WsX (Or/0s) X (1/2)

46

18

R T /7n7;/®%ﬁﬁﬁﬁ%
5T RBEOHEETS.

EHENESGR : BovY—7 oMb T
3707 = ORERERON S SOk

ik Bfor—s0%NPLTNMI ) T
7z OREBERH S TR D L IR
B®45.
ERRERHE . T3/ Ta 7 = ORE
B D4 5 fEO#EE

72

18

VAFAOMER [ aNT =RV AN
RIVBTI AT OMERR (3) O
AT LABEELERTS.

SAF AR [Junrzxirin
NRIVERT AT ) OMiERR (3)_(i)
AT 5.

76

Tz, Thic =) OB (1—100)
PHEITEE TS L X, EEBRILBI
M) Tx=AREZ ) —NLVDARY MIX
BT AUEORBBRER,NO/BILAR Y b
13, BEBREOARy X av,

|z, Zhic =) v OREER 1-100)
PHEICOEET S L, EREEILEL
MY AR T =) —VDRRy MTHET
BIBOREHEEN LB AR Y ML, &
EEEOARy FL ORI,

79

16

a2V (CuHuNOs) D [mg (1
)] =WsX (Ur 4s) X (V.,/25)

CavwL DR mg (Hi)] =WsX
U/ 4s) X (V./25)

80

21

VAT AOME  EWEIKR 100, L IT0%,
rROEBETERETSEEE, VIFTY
S, PHESEHMEONEICER L, TOHNME
ii6l«é.|:'(‘ﬁ)5

L RT AR BRI 1004 L I,
rROFETHRETILE, VIV
A, NEEREOMRICEHR L, TOSME
26T THA.

82

FBIHECIVRBREITIL % BETA.
R L, ARBENERA Y BEANGIIH
LCERT S,

BIEICLVRBRETO L E, EETS.

82

RERmETOLE, HETD LEL, AR
BEREBAVBRENG L TEHY
5.

BRETILE, HETD.

1/5




ik .

=

88

(1) BRUOTAHY A& 25z CHk:
ITEBLCARI LK SomL 2%, B
HHRE T TmET 5.

(1) BRUTADY A& 25z CHi
ICEBLTEAHLE somL 2%, BiRE
Head ) CnEd 5.

95

BEHA : ULEBTKENY UL 2.72g K
lZ#M L, 1000mL & LT, V 8231g
FAKREML, 1000mL & LcEEMAT
pH3.5 ICFHEET 3.

BEE: UL BAE-SIYTA 2728 K
I L, 1000mL & L&, Y v EE2.31g
FAICEML, 1000mL & Li=#EmMET
pH3.5 ICFREE$ 5.

99

22

&1 BEOREHERYHL, ImL Pic=
'937‘5):/ (CnHJquOoS‘)) i‘\"] 1.5mg %EU
BERDEO>CBEBEMX TERIC

& 1 BOREYERVML, [=FFY
v 75m =Y 50ml % IEREICIO
%, 10 SEML RV BELE, WOHHE

ymL &35, 10 3L <IRY BEEE,
BOSBT 5. FEEI10mL 2IEREICED
RIEHETAE SmL R ERC X, BEIEE M
2 TsomL &L, BEEEKRETS. UTE
BEVERTS.

:—‘ﬂzg_?/':/ (C]sz]NjOZSZ) (DQ (mg) =
WX (Qr/Qs) X_(V/10)

+5. LB yml 2 ERICEY), NEE
g SmL ZEBEICMZ, 1mL hiz=HF
27‘./ (C|7H71N<07S7) *{(J 03mg QEUE&
25551 2MXCymL &L, B
EHEK L 15, UTEREZEATS.
:—"3’7"2/“/ (C12H21N50182) Oﬁ (mg) =
WX (0r/Q5) X _(r/¥)

101

16

Ws: BASICBE L /7 o7 = A
OFHRE (mg)

Ws: /37 07 EELORRE (ng)

107

Rt

12

Ws: B35 Y ERESOFRE [mg (N
)]

Ws: €5 Y RELORRE (pg (N
i) 1 :

112

13

Buformin Hydrochloride

Buformine Hydrochloride

113

ot | ot

Buformin Hydrochloride Tablets

Buformine Hydrochloride Tablets

114

Rt

23

Buformin  Hydrochloride  Enteric-coated
Tablets

Buformine  Hydrochloride  Enteric-coated

Tablets

129

0.02mol /L TF L7 I TUREEETK
B-FPNY YLK ImL = 272Img
CaHPO,

FAEEEOEERD & 5128 5.
‘Bt T B BEEE ,

129

15

0.02mol/L TF L P77 I EEHETK
£-F MYV YLK ImL = 272Img
CaHPO,

0.02mol /L TF L I7 I MEERIK
FZF PV ULEK ImL = 3442mg
CaHP04 ¢ 2H20

BEEEOEERDLSISHDHD.
‘B KB OEHRER

131

0.02mol/L. TF UL IT I URHRTK
F£-FFYDU LK ImL = 3442mg
CaHPO4 * 2H20

EROBHKR040g LY, BaBCIIR
BEAML, RBRETD (Sppm ELT).

AROBEAg T L VELERL VRIS
TR, HREREITO (Sppm LUTF).

131

14

ABOBHK 040g LY, BAERLIVRKR
WAREWL, RBEfTY (Sppm LLF).

EROMFE04g E LY, FAET I VR
WML, RBRETY Gppm HT).

131

KR 040 HEY, FEA BT VIREER
gL, BRBREITY Gppm UT).

A 04z F LY, BABZ IV RIRERAR
L, RBREITI (5ppm EATF).

131

14

EROBE 040 F LY, BA4BEICIVER
EHEML, RBRETS Gppm UF).

EROMK04g LY, BA4ELVIRK
PREML, BRRETS Sppm LLF).

132

FROBF 0 ELD, B4 ECLIR
WEEML, RBE2T5 Sppm LUT).

ESHOKFK04g LV, F4EITL VRK
RRBL, RRETHS Sppm LLTF).
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= 7 CE. ; =
FEARE L EROERIIAL, 7t | ZBRRE L AROERYCH L, FE
132 £ 19 Fray&yy (Fekaeal LYok | FealF)y (Feikea ) ) gk
e LT) 0.08%LLEEEte. e LT) 0.08%LL L& &,
A& 040g B 2D, FAECLVREEN | AR 04 7Y, BaTo LV RKEAN
132 & T 16 |mi, ®8%175 (5ppm LAF). L, REETS (Gppm M.
FrkpnayFYy (FekpayFyy | Fekea)Fyy (Fekoayyyr
132 & 1 2 WL (CoplN,0.) £ LT) D& (mg) | BB (C,HN,05) £ LT) OF (mg)
ER2OBMFK 040 F LV, FBAETIVR | AROBH KR4 Z L VB4R LY REE
133 & T 7 BREML, REET5 Gppm UT). | WKL, R®2T5 Gppm HUTF).
* A 040g LD, BABICELVRKLEZSHE | AR 04 22 Y, BAER IV RIEL TN
134 L8 sy, #8275 (5ppm BIF). L. RE&%F5 (5ppm MUF).
AROBF 040z 2 LD, FBAETIVE | ZSOBEK04g 2LV, B4ET LV REK
134 = U1 | mammy, #8275 Gppm LUTF). | 2HBL, REETS (Sppm HUT).
00 % LD, BABCLVRIGET | 204 2LV, BaEIC L) REEWN
134 %= T 12 sy, #%%f55 (Sppm BIF). L, RE®EF5 (5ppm BT).
AEORK 040 F LY, BABTIVR | EROBEKR4gF LY, F4ETLVRE
B4 B L2 prmmL, RBETO Gpom UF). | RAEL, RRETS Gppm UT).
AROBRF 040 Z LY, BAETIVR | KROBHK04gF &0, BA4HET LV BE
B¢ A | L gemml, REBETS Gppm UT). | WML, RRETS (Sppm UT).
& EROWE 040 &V, BAKICEIVER | RROBKAg % L YV BATIC LV REL
136 T BWERML, RBRET> Gppm UTF). | MWBL, R®ET>5 (Sppm LUT).
AL 040 B LY, BAEICLVRELR | AR 0dg 2 Y, F4ET LY RIKERE
136 H T2 BL, RBET5 (5ppm L. L, BREBET5 (5ppm UTF).
AEONFE 0402 T LD, B4EIZEVE | KBOKH K42 LV EIERIZ LY REE
139 & V17 mammy, BBE1T> Gppm UF). | WEIL, RBEF5 Gppm STF).
' EEOBFK040g LY, BAECIVR | KGEOHEK04g 2V, B4HBITLVRK
140 %= U7 mamml, R8af5 Gppm UUF). | 2B, REBET> (Sppm UT).
FROBE0A0g H LY, FBA4KIZIVK | ZROWKR4g 2 LY, B4EICLVRE
140 & L9 WARBL, REEFTS Gppm UT). | ZEL, R®EF> Gppm L.
A 040p B LY, BABCLVBREEA | AR 0d4g %L Y, BIETLVREBELRN
4o & V20 sy smz15 (Sppm UUTF). L, RERETS (Sppm UTF).
(1) E)-F ARl AEfER, BEL | (1) E—rA R FERET, LeE
41 & LS | emmemeciFs. : o, R LAEBEBREBGTHS.
N FROBR 040 R LY, BABILVR | BaolR0dg 2 L VB4 L ) RIKE
142 V14 s, #8275 Gppm UF). | WML, BREET> (Sppm UT).
R 0A0g R E D, BABICL D RIRED | A 0dg 221, BAEKC L) REEAR
142 & L 20 sy, #8275 Gppm BUTF). L, REBEH5 (Sppm UTF).
EEOWMF 040 &Y, BA4EZLIOR | ERHOMK4g LY, BLETIVRE
142 & r s LML, RBET5 Gpm UTF). | WML, REBRET5 Gppm L.
= A 0402 LY, BA4BICIOREER | KR04g 2LV, B4ETL Y REERAN
143 L2 Ime, #m2a5 Gppm BT, L, BRBEF5 (5ppm LT
KGOBHFT040g LV, BAKICIVR | ZBOHEKLLgE LV FIBCLVREE
43 & T2 | mammL, RBET5 Gpom UTF). | ML, RE&2F5 (5ppm UT).
ABH040g H LV, FBAKCIVRELE | AR 04g % & 0, FAEC LV RBTRARN
144 £ L4 lmy, ®82a5 (5ppm HT). L, BERET5 (5ppm SUF).
- FROMK040g LY, F4FTLVR | KROKHK4g & & VFAEIL Y BRBE
144 L 16 | mammul, %2175 Gppm SUF). | ML, RE245 (Sppm L),
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BEmML, RRETY Gppm BLT).

H" 1T . E M .
AROBFE 0402 F LD, BIECIVR AEOBE F LY, FAZITI VK
44 & B | mamml, KBRS Gppm UTF). | 2WML, R®ET5 (Sppm HT).
I 040z B LD, BA4BICLVRBEE | AR04g kLY, B4R L Y REEAN
44 & 4 ML, RRETS (5ppm L. L, REZT5 (5ppm L.
" EEOBFE040g LY, BAETIVE EEOBEL 2 LY, F4ETIVBR
145 10 | mamEsl, REBEIT5 Gppm UTF). | WML, RRETS Spm UT).
I 040 kLY, BABC LV REER | A& 04z 2L Y, B 4B LY BB E AN
us & 17 | s, s%%475 (5ppm BAT). L, BRERET5 (5ppm LLTF).
. AEORFK 040 LD, BAEITLIR AROWEK4g LY, B4ECLVRE
146 8 |mEmmL, RBETS Gppm LIT). | WML, BREAS (Gppm UT).
n FROBR040e Z LY, BAEIC LR | AROWK4g & & VB4R X D RIKE
146 B3 | gL, RBET> Gppm UT). | WEL, BBET> Sppm HT).
= EEOWME040g B LD, FBL4EICLVR AROHE4 g LY, F4ECIVRER
146 B | mammL, sRBET5 Gppm OT). | #WML, BBETD Sppm UT).
. R OBMR A0 R LY, BABICLOR | KROWFRAgZ L W B4 L 0 REE
146 4 WARML, REETY Gppm LUTF). | WBL, REETS Gppm LUT).
- Ao 040a B LY, BABCLOREEN | AM04g 2L Y, BB LY REERAN
146 5| ML, #BETS Gpom M) L, REZATS (Sppm SLT).
, ” AZOBE0A LY, FA4EBTLOVR FERHOWEK4g F LV, FAECLYRE
146 16 | mrmml, REETH Gppm UF). | ZEML, RBRETS Spom UT).
” A5 0408 &Y, 4B VBRIBEER AR04g F LD, BAEZI Y REEAN
146 16 | s, s®¥175 (Gppm BF). L, RE*1F5 (5ppm LUT).
- FEOBR A0 R LY, BABEC LR | AROBERAg % & W BIKIC LY RiE
147 6 WEEML, RBE1T5 Gppm UT). | MEL, RBEFS (Sppm LT).
EROMEMg 2 LD, BABECLVR | RBOMEK4g 2L Y, BIELLVRR
1“1 & 17 | mrmsL, RBEF5 Gpem UTF). | 2WMWL, RBEFTS Sppm M.
" EROMHF040g &Y, BABEICLVR | ARBOBHK04g 2L Y, F4ETLVRE
147 2 BAEML, RBET5 Gppm UTF). | #WBL, RBET5 GSppm LUTF).
. | AR 040 LY, WAL VRBER A 04g B &V, FA4TT LY RIBERH
143 8 ®L, REATO (5ppm LLTF). L, ®RE&%1F5 (5ppm ULF).
" ARBOWME040g Z LY, BAECIVR EROHBEK04g F LY, FAEICLVRK
148 16 | s, REETS Gppm ). | 2FML, RW|ETS Sppm UT).
" REOWME040g &V, BAECIVR | KROBER4g 2L Y, BA4ECLVRR
148 N | wrmEsl, RBET5 Gpm SUT). | #JMNL, RBETS Gppm LT
o 5040 2LV, B4 B LV RREM | Af04g 22 Y, BAEI K ) REEWN
143 2 L, REETS (Sppm HUTF). L, ®RE%fF5 Gppm STF).
EROBFROAg LY, FBA4ETIVR AROBE ELEY, BA4ECIVRER
48 & 8 BEEML, RERETS (Sppm UTF). | AWML, R®ET> Gppm ).
EROBFR040g LY, BAECIVR | REOYHK4g 2L Y, F4EICLVRE
48 & 17 | mamml, RBET5 Gppm UTF). | WML, RRET> Gppm BT).
- EROBRA0E R LY, BAECLOR | ARmOBK04g & & 0 E4HEC L ) RikE
149 7 WAEMNL, RBETO Gppm UTF). | WML, RBEFTS Gppm HTF).
- R 04 B LD, B4 B LV RBEE | AR 04g kL Y, BB LV REERN
149 13 I my, ®E%F5 Gppm HT). L, RE%1F5 (5ppm UT).
o & I AROMK040g 2D, FBAEITIVR FREOBEK04g F LY, BAEITLVBRR

FRBL, RRETY Gppm BT
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Y
|

iE

S

EROME040g LY, B4EIZLOR

EEOBE4gE LY, BB LV BRE

49 & 2 BAEML, RBET5 Gppm UT). | WML, REET> (5ppm L.
o EROWR0A0g 2 LY, BABEC LR | ARORRgZ LY, BAECIVRE
152 20 | mE@EHL, RBETO Gppm UF). | #HML, RBRETO Gppm HBTF).
AREOHER 040 F LV, FEA4HCLVR | KAOWKR4e % &V EIHBIC LV IREE
152 & 12 | mrmmL, RB®EfF5 Gppm UTF). | WL, R®EFS Gppm UTF).
040 LY, BABEICLVRIKEN | A 04z 2L 1, B4 KICE 0 REE AN
152 & 5 WL, RBETS (Gppm UT). L, RBET> (ppm UF).
AROBEKMg ZFEY, FAECIVR | REOWK4g 2 LY, B4TZIZLVRK
152 & 2 | mEmML, RBETS Gppm UT). | RWML, REEFS (Sppm LIF).
. AH040g 2 &Y, FABECIVRIKEN | RR04g 2LV, F4EC IV RBEEZRM
153 3 WL, R®ETS Spom UT). L, BREEFF5 (5ppm HLT).
EHOBK040g ZFEY, BA4ETLVR *.ﬁ:@*ﬁﬂi_@ﬁgﬁ'tﬂ,%ﬁdﬁitlﬂﬁiﬁ
154 £ 2 | mr@msL, RB®EFO Gppm UTF). | REML, RBET5 Gpm UF).
- KEOBWE040g LY, BA4HEIZLIVR | ZBOREKR4e F LY, B4BITLIVREK
154 1 BEEML, RBET5 Gppm UT). | 2HAKL, RBETS Gpm UTF).
EROWEK040g LD, BA4HC LV | XRZOKMKAg* L VBIEL Y RES
157 & B mr@mmL, ®BEES Gpm L), | BWBL, REETY Gppm UT).
. EEOWE040g %2V, BAETIOR | KEOBHKR4e B LV, BIEZLVREK
158 20 | memmL, RBETS Gppm UF). | WML, R&RET5 Gppm UTF).
. 040 B LV, BAECLOBRBELH | G 04g 2 LY, FAKICL O RIREWANY
158 - my, ®8%F5 Gppm LT L, RE%T5 (Sppm UTF).
- EROBKNg # LD, BAECLOR | ZROMK4 ¥ L Y, BB L VRE
158 2 BERML, RBRE1TS Gppm UTF). | WML, RBETS Gppm UF).
(1) B-rAEB AEMEE BEL | (1) E-rA LR KEEL, Xiw
159 = B | ramemecR>. B, B LREBERACTES.
160 A . EEOBE0Ag Z &V, BABTLIVER | KROBEKg & & VEIEBEC LV REE

HERBML, ABRE1TS Gppm BF).

WML, R®ETS GSppm L)
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