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Tetracycline hydrochloride
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#Z2# % Tetracycline hydrochloride

(#FEF-1) IHBRBEHL - ARZFERMBRFZIRAHERUS.
P.iZ2R& b #, AW HEAZE » PTFZLERAE mg Tetracycline

hydrochloride Z /711& %4 969.6ug °

]

B B

BYRSREBRE Y EEE & Tetra-
cycline hydrochloride ( #t5t F—1) Z/11&
BEHRSE -

MRETTE

1. BB E =8 ( K,HPO,) -~ BB _ & 8F
( KH.PO,) » BEHAAME T 2K&EHE
HER -

2.0.1M BMEBEEREK ( pH4.5) ZH

i — S8 13.60g M7K % 1000ml > 40
ELEUBBRABRHE pHE, FHERES 4.5
+0.10

3. MAFEEHE 2% (EH DIFCO La-
boratories ) ZECHL :

ZE HIE ( Peptone ) 6.0g
EEEHEE ( Yeast extract ) 3.0g
4 WZE ( Beef extract ) 1.5g

BPE ( Agar) 15.0g

e EFI B A M7k ZE 1000m] » BEBIE
2 BEEAEEZRIABE pHE, FR
121°C BERHEES 65+0.1 , (EREEER
E o

4. FiEFEREL 1% (BHE DIFCO La-
boratories ) ZFEZH :

ZEHHE ( Peptone ) 6.0g
7R El AT

( Pancreatic digest of casein ) 4.0g
E2EHEE ( Yeast extract ) 3.0g
4 ANIBHE ( Beef extract ) 1.5g
E % ( Dextrose ) 1.0g

BAE ( Agar) 15.0g

B L5 A3 mAZE 1000m] » BEBE
2 BBRRSEZEELHAEH pHE, FR
121°C BEBBEES 6.5+0.1, FRERERE
B o

5. FEIE : HEBEKRKRNERATR
f#, BEHEHK - HAXPEEL (MKA-
35, KYOTO ELECTRONICS » R#EE T
A Gt ) Karl Fischer HIES 1.5% o EURE
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LYRGRBRYBEELZ TEEE
—— Tetracycline Hydrochloride

E 50mg » FERETRE > fN0.1M BEERBIRE R
&K 1mg/ml » ERHABRER , ABFEU
0.1M B ERE WK 6.4ug/ml (U,) »
8.0ug/ml ( Uy) » 10ug/ml ( Uy) » BAERRE o

6. ¥ : HRKEA US.P. Z Tetra-
cycline hydrochloride /718 990ug/mg  BUZE
K 256mg ( 1E) > BHEMRBE ,
0.1M BB RE WAL R 1mg/m] » 1ES R
B, ABREI 0.1M BHERERERFRERK
6.4ug/ml (S,) » 8.0ug/ml (S,) » 10.0ug/ml
(S,) » HFEELREBE -

7. BYE/ ¥« DA Micrococcus  luteus (
ATCC 9341, BERMLLERRH ) BRB
B, kBHAEYERES LR H
Fi < B T RE AR ER -

BE—-XREBIARTEE—H, BRTE
TAEEEZHE=ZFEEETEANI N ER
S,»8:,,8, EBR=FEEEGRNER
U Usr Uy BF85+1°C HEBEREE 16
- 18 /NI HELFENHEE , Fis2E

PA Tarcza B Garth Fr&EtHIMst A @38
HENRERAFEEERZE R -

= =R

AEBRHEEE=ZR , ERBEROER—
KORFEZ, KB Tarcza & Garth? Z#&t
A, ERERERESEZYACERER
— : (a)Observed R ZA/M? Critical R (
0.273) > (b)F fEA/NP Critical F (
2.84) » MAERZZHER (RN) : F—
REEEBZRIER 0219, FES 2.195;
BE_REEEBZRES0.211, FES
0.258 ; BEEREEERZ RER 0235, F &
5 1.227 ; URFEULTHER , AERE
RETFURER - ZEXEBEEEBRATZN
B (pug/mg) #HIE 972.25 977.7T &
958.8 Bl Tetracycline hydrochloride ¥} H#i%
BOEEZTFYNHES 969.6ug/mg ( K
M) o

% — Tetracycline HCl £ — X ¥H&ER
Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 17.9 18.6 19.6 1.5 18.4 19.9 111.9
2 18.3 19.0 19.8 18.3 19.0 19.5 113.9
3 17.7 19.0 19.4 17.5 18.0 19.5 111.1
4 17.5 18.6 19.4 17.5 18.2 19.5 110.7
5 18.3 18.6 19.4 17.7 18.8 19.7 112.5
6 17.9 18.6 19.6 17.9 18.0 19.9 111.9
7 17.9 19.2 19.6 17.7 19.2 19.9 1135
8 17.9 18.6 19.3 17.3 18.6 19.3 111.0
9 18.7 19.6 20.4 18.9 19.4 20.3 117.3
Sum (Tt) 162.1 169.8 176.5 160.3 167.6 177.5 1013.8
Range 1.2 1.0 1.1 1.6 1.4 1.0
W sEIM

ARBRHCBEERGERAF G
Tetracycline hydrochloride JFFHZE o

1.Minimum Requirements for Antibiotic
Products of Japan. 1986. The Japan
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%= Tetracycline HCl # — A TH®&ER

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 18.5 19.1 20.4 18.7 19.2 20.2 116.1
2 18.7 19.5 20.4 18.7 19.4 20.2 116.9
3 18.9 19.3 20.0 18.3 19.6 20.0 116.1
4 18.3 19.7 20.0 17.9 19.4 20.2 115.5
5 18.7 18.9 20.4 18.7 19.2 20.4 116.3
6 18.1 19.3 20.2 17.9 192 20.2 114.9
7 18.3 19.3 20.4 18.1 19.0 20.4 115.5
8 18.3 19.5 20.2 18.1 19.2 20.2 115.5
9 18.3 19.5 20.0 18.3 19.0 20.0 115.1

Sum (Tt) 166.1 174.1 182.0 164.7 173.2 181.8 1041.9

Range 0.8 0.8 0.4 0.8 0.6 0.4

% = Tetracycline HCl # =k KHw& R

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 17.5 18.1 19.3 17.0 17.9 19.2 109.0
2 18.0 18.4 19.6 17.3 18.1 19.6 111.0
3 17.9 18.8 19.3 17.8 18.6 19.4 111.8
4 17.9 18.9 19.3 18.1 18.7 19.0 111.9
5 17.3 18.1 19.0 17.1 17.9 19.1 108.5
6 175 18.0 19.2 16.9 17.8 19.1 108.5
7 17.8 18.7 19.2 17.7 18.5 19.3 111.2
8 17.8 18.8 19.1 18.0 18.5 19.0 111.2
9 17.3 17.9 18.9 17.0 17.8 19.0 107.9

Sum (Tt) 159.0 165.7 172.9 156.9 163.8 172:7 991.0

Range 0.7 1.0 0.7 12 0.9 0.6

%9 Three-dose assay Z & R

Observed R F-test A% (ug/mg) F34148 (ug/mg)
0.219 2.195 972.2
0.211 0.258 9717.7 969.6
0.235 1.2249 958.8
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BYRGRBREBEERZIEEE
— Tetracycline Hydrochloride

and Statistical Analysis for Antibiotic

Antibiotics Research Association, Engl-
Standards. J. Pharmacol. Sci, 67(8).

ish Version.
2.Tarcza, E. and M.A.Garth. 1978. Assay pp.1050 — 1053.

TETRACYCLINE HYDROCHLORIDE REFERENCE
STANDARD OF NATIONAL LABORATORIES
OF FOODS AND DRUGS

PI-FAN CHEN, FONG-LING HSU, MEI-CHAI CHENG
SHU-CHENG YOU AND CHIA PO LIN

DIVISION OF PHARMACOBIOLOGY
ABSTRACT

A “Tetracycline Hydrochloride Re- mined by microbiological agar diffusion
ference Standard ( Lot. No. F-1) for method against the U.S.P. Reference sta-

National Laboratories of Foods and ndard was 969.6ug per mg.

Drugs” was prepared. The potency deter-
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