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(BEBRUENRESE , ARRERAREEHEE)

@ #EFREEH (q. c. )

® {F#EEBWHZ% ( In vitro , In vivo )
Drug : {BBEHARKICEERNYERES .
MR AGREEHE & USP, BP
- FE#

@® #HK ( specification )
F (C ex. ) : Aspirinff& CoHs O, ££99.5~
100.5% ,
4R ( Description )
#49) ( Identification )
HERA ( Impurity test )
& B E ( Assay )
iy a2
@~ORATRNEHE ,
= Tablet

® ## ( specification )

® f(Cex. ) : Apirin#E90~110%

iA®R: 85~125%
@ M4k ( Description )
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Korted
®© PEK(BEK) : WEEERHBRKPKS o
@ P AK:MWH;BO,=HBO-H.O—&EHIE
® K :CuSO, - 5H.0 (Ef) (HEHXKREBE)
Ko7 :
1. EEB% ( Gravimetric Method ) :
wHEEEER ( Loss on drying )
® BEHARGTKIN , BEEHSTEIOS CHEEE
@ BERRETBRZEB , ME105°CHEEEE
2. HXZKSEY: ( A=otropic method )
—#¥ & Toluene distillation X EEELE: , FIH KA B
BRI KBRS TR S8R0 57 B AN 5 .
3. €L ( Titration method ) —RETHE
BRAEKTEE , HEK ( Karl Fischer ) RHWMEBEE KEEE
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Chemical %M1, 3

Biological A1 , 3

Vegetables H 2 , 3
(4Z)

HEK:

W, —W,
ZK%‘%‘%%ZW

x 100

1

W o HEE

W, HBRE -+ E

W, RREEE

Azotropic method

FH : FAKXKTREETAFR ( Toluene ) X ( Benzene )
B _HXE ( xylene ) R HY (VAzotropic mixture ) T
WARBH , BEL B EHAER , AR, BRAKZ
WEERX, Bk, JHBES#EMNERER , IKREEE,
Kar! Fischer method

EFRAKSAEETRERESE , - BRRARAERBKSE BAER
FH

Karl Fischer JII,E& SO, P ASHEMRE

I. : SO, ! pyridine (C;HsN)=1:3:10

BXRA  AEHFERY , EMethanol , 1. , SO, ,
pyridine , % reagent ml AHE RN 5mg K

@2 ( Methanol ) : #Us#E Chafh ) W ATES b KRR B BL

chelation Mi%&&/EH .

pyridine : BfIk SO, B reagent FEKMIER , X B EE F KK

B

MM REIFEANSEEYREZER
( Standerization ) : E{ Ffs F % B3 B E 2R Bhe 3T H N
AWBEFEES ( Na,C,H,0, - 2H,0 ) EE , Fi5E3)RE ,
~4~



K Eml BKEHEES VP meg K5 .
F=0.1566 x
=0.15 ><V

F : A#Em! HEKS Zmg &
0.1566 : BARBEFPKLS LA
2H,0 _ 36.04
Na.C.H,O¢ - 2H.O 230.08
W : BEAEMNzZmg &
V: WERAERmI #
ZXBINE [ HRARZABE (RRAG ) MAKHEEREES,

=0.1566

FRE : %2 100ml + M5 +HgCl, O.ZgZ—hA;S—* aKE
0.02~0.05%,
pyridine : pyridine +KOH , X3 & &7 0.05%5TF,
I. :1:4Ca0(2%)+KI(1%)
SO, :f&P.0: AR , i HNaHSOs +H.: SO, MK B
B ( C. H:SO, )X P:0: K,
K5 HI%E ( Ash content Determination )
% Chemical : 800° *+ 25°C
Vegetable (4% ) : R#5#H 450°C
1. KR4 (BrBEd Residue on ignition )
B AKX SR e
2. BBA¥HEIKS ( acid in soluble ash )
BEREEERR , REESKLER , THRMOEGRIRRSE :
EESALE  very Dull red heat 500~ 550°C

M AL # Dull red heat 550~ 700°C
AL # Bright red heat 800 ~ 1000°C
| AL yellow red heat 1000~ 1200°C
=] 2 white heat 1200~ 1600°C
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825°C
CaCO; ——» CaO

1550°C )
Ca; PO, —_, Hpi#4$5 ( calcium pyrophosphate )

600°C

Li.CO; — Li.0O
BB
BNZERSAL B L, HEARERERE LA ER KB ERGRE
EIRGT , RMBEDRIE , LHKFEs. c. EEFHFHAERBYER
NEEENEREEGFE RAEERL BN DRSS , BREEANKS
AW BB (BEAER0.5mg ),
Acetazolamide : A8]#E#E0.1 %
Aspirin P AEAE0.05 % (HEREL~2g )
Cocaine HC1 : AR 0.5mg (FHEO0.5¢ )
NEHENBRE (FJRABKWE) - BEZELE0.5mg T,

A RN EE BB CBEOSmg Mk,
(RTPE BEEREBRYR , AR . GRIMERE
RS ,
BHEEE ( Loss on ignition )
Calamine ( ZnO + Fe:0,: ) 29
Cal. phosphate , dibasic 24.5~26.5%
Mgo ( Mag. oxide ) 10 %
Zine oxide 1%
- Mag. hydroxide 30~33%
Mag. sulfate 40~52%
Talc 5%
Titanium dioxide 0.5%
Cal. phosphate tribasic 8%
Kaolin 15%
Lime 10%
Mag. phosphate 20~21%
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RIS IR SY
BN 2K 43 B T 2 LUK 43 WIE s |, DL 25 mi # HC 1 & ¥
5' , REMAEEN R SEK BRI , WENBY 2K,
P EENE
MR RE -
MRYEIEHY , —B RIS DA B R KT o ilE
%o RRERMTEN IR , WHIES RHF L/ NRomEsER |, 48
iz Z R R/, BT MRYIRA soxhlet EEMINEE |, HhiR R R
BEAREKRR , REXWMHES 10" —KAREIT ,
MRy RERE :
O HRHEZESEREY - EKZEMER , 105°CHE,
@ FFEBHIRBERNY  EEZHER 105°CHREEE
A 2N
@ WERBEMEREY - B REIEEN B FEEE , RESmA
NaOH w0 Y N IE RS M6 8
FEREERED .
KR A RSB
ket Y - 80 chp [l A %E 2 AR ER HH
E, ARRABHARETE .
AR A
- B
MEHRBELHE , ARAFSIDRE , RESERBEHRS
BAWHRHEREEY , KRB NS HEAE , IRERRESY .
A L PR B A SR A PR R
Pasy ik - HERARHEBSERR , Wy 2 IMEAB A0 (B 50
) EFRGHBEMRBEUS ., BEE , BIENE
Beg , RFEGROREWHER .
AR

@&



A8AXN £ ERBE R =3 5

® lemB T 100kgIF 4 250¢g
100kg DI E  FIAHMSERZED 250 g

@ lemBlE  100kg LT F4500¢
100kg DL E FAWSEREL 5008

@ 10kg BIA AMpr125 g
TN
HEEBE g = 2ig
1~ 1048 1~ 34
10~ 258 3~ 48
25~ 508, 4~ 64
50~ 758 6~ 84
75~100 13, 8~108
100 Bk 10 DLk
= RinZ B

BAEH 20 BEEER .
WERRE BB 1 g 2BAEMABE 2ml BEE 25°CR ISR B AYE
1ml FrABH 2ml 8,

AU
B 5% ( very soluble ) 1
% U5 ( Freely soluble ) 1~10
B ¥ ( Soluble ) 10 ~ 30
B ¥ ( Sparingly soluble ) 30~100
& 5 ( Slightly soluble ) 100 ~ 1000
W% ( Very slightly soluble ) 1000~ 10000
PaNB ( Practically ins ) > 10000
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3% Betamethason BEEBRNEIR 25mg Z4ANER?
BR: 0.025g %30 =0.75ml
w2 ® desiccator

L.

P.Os (HREEF)

2. Silical gel

3. %ZK Caclz

4. KOH

5. C. H:S0,

6. Mg (Cl10, ).

wRBERE

Aspirin 0.5%
Amobarbital 0.1%

Ampicillin anhydrous 2 %LLR

Trihydrate 12~15%
Phenobutazone 0.5%UF
Vit Clg 0.2%ETF

( Silical gel 5hrs

, KOBERENEH0.5%)
(105°C , 4 hrs )
(EHEEERE
105°C dry tofE&)

(80°C,30+10mm
Hg , %M 4 hrs )
(Silical , 24 hrs)
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woEw HEEE (Melting point determination ) «---- 5
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