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ZYRmEREREEREERZNERE
—Ampicillin Trihydrate

kY BER HEF

I

A G B S iB HBAZ R % Ampicillin - trihydrate(3t3%
C—1)ZABRERE o IREH EUMBIFIRAMERUSP - 23
S A M R R, TR & R & FmgZ Ampicillin  trihy-
drate£-Ampicillin /718852.4ug °

B DABEE: B K pHIE, (R F % 558.0+0.1.
3. MAEFRKEESR (EEHDIFCO Laborato-
YR R R REEL Ampicillin ries)Z Bof:

il

trihydrate(t#C—1)Z HEEERS - % Hf# (Peptone) 6.0g
5y " B2RHEH (Yeast extract) 3.0g

PRETTIA 4 N1EE (Beef extract) 1.5g

1HEE I BRSNS RER - e (Agar) 15.0g
2.0. 1 MBEBR B IR W (pH 8.0)Z Fi - HX L5 B3 07k Z1000ml, B 2ABNE &, KA

BB 8 8 (K.HPO4)16.73g K BiEE — &, .%{E?%E%iﬁjﬁﬁ%,ﬂépm&,{ﬂmzrcF%“JE?@‘Z
$ (KH2PO 4 )0.523g 17k Z1000m], 215 & HERE80+0.1,EREEHEERE -

4 — Ampicillin Trihydrate — kK KR &R

Plate No. S1 S2 S3 U1l U2 U3 Plate sum(Tr)
1 17.5 18.3 20.1 16.8 17.5 19.1 109.3
2 17.9 19.3 20.3 16.8 18.3 19.7 112.3
3 17.3 18.4 20.0 16.4 17.5 19.1 108.7
4 174 18.3 20.0 16.7 174 18.9 108.7
5 17.6 18.8 20.6 16.8 17.7 19.5 111.0
6 17.3 19.0 20.1 16.3 18.0 19.0 109.7
7 17.3 18.6 20.2 16.5 17.5 194 109.5
8 174 19.1 20.1 16.3 18.1 19.1 110.1
9 17.3 18.5 20.4 16.9 174 194 109.9

Sum(Tt) 157.0 168.3 181.8 149.5 159.4 173.2 989.2

Range 0.6 1.0 0.6 0.6 0.9 0.8
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4= Ampicillin Trihydrate®f — KA FH &R

Plate No. S1 S2 S3 U1l U2 U3 Plate sum(Tr)
1 18.1 19.2 20.2 16.8 18.4 19.2 111.9
2 17.6 18.6 20.8 17.1 17.5 19.2 110.8
3 17.4 18.6 19.6 16.1 17.7 18.7 108.1
4 17.1 18.8 20.1 16.1 17.5 19.1 108.7
5 17.1 18.6 20.4 16.2 174 194 109.1
6 17.6 19.4 19.8 16.3 18.3 19.2 110.6
7 174 18.6 20.4 16.7 174 19.1 109.6
8 17.2 18.5 20.1 16.3 17.5 19.1 108.7
9 17.7 19.5 19.8 16.4 18.4 19.2 111.0
Sum(Tt) 157.2 169.8 181.2 148.0 160.1 172.2 988.5
Range 1.0 1.0 1.2 1.0 1.0 0.7
%= Ampicillin Trihydrate® = X T& &%
Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 17.8 19.0 20.0 16.7 18.3 19.3 111.1
2 16.8 18.2 19.2 15.9 17.5 18.5 106.1
3 17.0 17.9 19.5 16.1 17.2 18.2 105.9
4 L7l 18.0 19.2 15.8 17.5 18.3 105.9
5 17.7 18.8 20.0 16.5 18.1 19.3 110.4
6 16.8 17.7 18.3 16.0 17.0 17.9 103.7
a 17.3 18.3 19.8 16.5 17.6 18.7 108.2
8 17.0 Tl 19.1 16.2 17.0 19.2 106.2
9 17.0 18.1 19.7 16.3 17.1 18.5 106.7
Sum(Tt) 154.5 163.7 174.8 146.0 157.3 167.9 964.2
Range 1.0 1.3 1.7 0.9 1.3 1.1
AW GiEoMZaR
Observed R F—test 118 (ug / mg) F ¥4t (ug / mg)
0.222 2.838 857.8
0.203 0.099 841.8 852.4
0.233 0.883 857.5
4. MAEFREEE 11 (#EEDIFCO Laborato- BAE (Agar) 15.0g

ries)Z i B
% H# (Peptone)
FRIBCEZER R

(Pancreatic digest of casein)

E2E}ZE (Yeast extract)
4N 1ZH (Beef extract)
EE P (Dextrose)

6.0g

4.0g
3.0g
1.5g
1.0g

B _EF g3 hi7k Z1000ml, I8 ZABHYE &, 14V
W EE B HEHpHE, 72121 °C 5 B
HEE8.0+0.1,FRERERERE -

5. R L ERBBERAFTRE BEO®
K o Hok{& ELKarl Fischer (MKA—
3, KYOTO ELECTRONICS,5i#&E &%=
git) HEF13.3% o AERNampicillin
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By & SR ER R B S 2 J1{EEE — Amoxicillin Trihydrate

trihydrate/f Ft2€50mg, 17 FEFE 2, 0. LM Bt
B B R BE S F 1mg/m), TE B REfRVE IR, 3R
B FE L0 1 VLB IR 8 AR 18 Y RE B0, 16 g/
(U1), 0.2ug/ml (U2), 0.25ug/ml (U3),H1E
R -
6. fR ¥ R AU.S.P. Zampicillin  anhy-
drate(#t5%81—1), /7118994g/mg, Elampici-
1lin anhydratef® ¥ & #125mg(F118), FE HETE
JE , 710, 1 VIR B B8 A% 18 Y MR R 120, 16 ug /m1(S
1),0.2ug/m1(S2),0.25ug/ml(S3), AL {EZ ¥ &
B -
RIE S iMicrococus Iuteus (ATCC
9341, BMERERFHEREGL)BRBERE,
KRR E SR MR h AT
ZEEFBRERE - B—RERNNUATR
B BRTHTAEERZHE=EE
& P53 B B6S1,S2,Ss, F 88 = (1 B N 1 7
U1, Uz, Us, B35+ 1°CHE BA R E16~ 18
/NRFREUH, LA Zone Analyzer(SSC TOYO
ZA—-F) HIE&EMHIEE, ATE Z & Ta-
rcza&GarthFﬁ BEHHOMET F R E A E Y
HRAEE 'R BRI -

= R

RAEBEEEZR ERBRERINE— |
KRR RE, KB Tarcza R Garth’ 2 #at 947

3
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&, HRERERERME 2 PIEE#EE —(a)Obs-
erved RZA/NPCritical R(0.273),(b)FiEZE/I
2Critical F(2.84), A TR ZHE R (X
My F—REEEBZRER0.222,FES
2.838; E_REEERZRIER0.203,FES
0.099; E=REE BB ZRIEF0.233,FES
0.833, & L ZTERHE A ERERE
FLUKER « ZREEEBBZ11E (ug/mg)
53 7I£5857.8 . 841.8%857.5, Blampicillin
trihydrate¥t AR ¥R BE 2 £ /1 EE852.4
pg/mg(FM)

B

BH L ERDERA T ampicillin
trihydratefFHEE o

BERR
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AMPICILLIN TRIHYDRATE REFERENCE STANDARD
OF
NATIONAL LABORATORIES OF FOODS AND DRUGS
YANN - JEN FANN, MEI - CHAI CHENG AND MEI - CHICH HSU

DIVISION OF PHARMBIOLOGY

ABSTRACT
The “Ampicillin trihydrate Reference standard were established with a potency
Standard” (Lot. No. C—1) of the National of 852.4ug per mg.
Laboratories of Foods and Drugs was It was determined that this will serve
perpared. The Potency was determined by as the “Ampicillin Trihydrate Reference
microbiological agar diffusion method. Standard”.

The results against the U. S. P. Reference
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