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TYLOSIN TARTRATE
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HEIREEE ARAFTEAKBRBZIRHAERW, H ORI
# AWM ABRAL » TFZIERES mg L tylosin  tartrate A

tylosin 7 {§887.8ug °

0
YA B R AR A tylosin  tar-

trate (3t L-1) 2 TEEEHRS °
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MEREE

RRE TS - B S8 ETDEMET

#A gt BRAER

0.1M BHEREEARE W (PHB.0) ZFCH -
e & = 59 (K,HPO,) 16.73g KRBk —
&85 (KH,PO,) 0.523g fZkZ1000ml > 415
LE BRI pH E fHREZRRS.0+
0.1

Hi 4 F & 5% (# 5 DIFCO  Labora-
tories) Z Ficl :
E A i (Peptone) ' 6.0g
ER3 58 (Yeast extract) 3.0g
4918 (Beef extract) 1.5¢
WhE (Agar) 15.0g

B _EFI B AN ZE1000ml » IBEABIEL - 1
RS E =B R pH B FER121°CH
BRE%E8.0+0.1 (FRIEFREERE -

FiAEEsr #1158 (B E DIFCO Labora-

tories) & Bo&d :
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% E1f% (Peptone) 6.02
FE 1 1L & B% 3% (Pancreatic digest -of
casein) 4.0g
E2f} 278 (Yeast extract) 3.0g
4128 (Beef extract) 1.58
#j&j¥E (Dextrose) 1.0g
i fiE (Agar) 15.0g

B b5 gfahnkZ1000ml » WEABVEZ -
B EE R TR pH E-£12121°CH
BERERS.0+0.1  (FRIFREMEE -

FERE HeEERUERGERAR

(Lilly) 24t » Sy - AR
L Karl Fischer (MKA-3, KYOTO
ELECTRONICS, si#E F X &iit) #lE
B4 .4% » BURRI50mg » FEHERBIE » f02.0ml
R A RA% » VK ECAY AR 1mg/ml » (RS RE R
VWG - SRERELL0. 1M BEES B AR AT IR R B
0.80ug/ml(U;) »1.00xg/ml(Uz) » 1.25
wg/ml(Us) » BRI o

JEwe R R W, H. 0. tylosins /118

105318/ mg o BUEHE Fh#25mg (JJ{E) - FaHE
B5E > INlm] FESYARREE - HKACSR 1mg/
ml» {ES VA  SABREFET A0 1M BEERER
IRETHE IR0 .80pg/ml(S,) » 1.00xg/ml
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%4 — Tylosin tartrate  — kKB & R

Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 165.7 16.4 17.1 15.2 15.9 16.7 97.0
2 15.6 16.3 17.0 15.1 15.8 16.6 96.4
3 15.5 16.2 16.9 15.0 15.7 16.6 95.9
4 15.6 16.5 17.0 15.1 15.8 16.9 96.9
5 15.4 16.2 16.8 15.3 15.7 16.4 95.8
6 15.7 16.3 16.9 15.3 15.9 16.4 96.5
7 15.5 16.1 17.0 15.1 15,7 16.5 95.9
8 15.1 16.3 16.9 15,2 15.9 16.7 96.1
9 15.7 16.4 16.9 15.4 16.0 16.9 97.3

Sum (Tt) 139.8 146.7 152.5 136.7 142 .4 149.7 867.8

Range 0.6 0.4 0.3 0.4 0.3 0.5

%= Tylosin tartrate % — X ¥ i & £

Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 14.6 15.7 16.2 14.2 15.0 15.8 91.5
2 14.5 15.5 16.1 14.0 14.9 15.7 90.7
3 14.8 15.6 16.3 14.5 15.1 15.8 92.1
4 14.7 15.6 16.2 14.6 15.1 15.9 92.1
5 14.9 15.4 16.1 14.4 15.2 15.8 91.8
6 14.5 15.6 16.2 14.3 15.1 15.7 91.4
7 14.7 15.6 16.1 14.5 15,3 15.9 92.1
8 14.6 15.2 16.1 14.3 15.0 1557 90.9
9 14.5 15,1 15.9 14.2 15.0 15.6 90.3

Sum (Tt) 131.8 139.3 145.2 129.0 135.7 141.9 822.9

Range 0.4 0.6 0.4 0.6 0.4 0.3

&= Tylosin tartrate § = kA {84 2

Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 15.0 16.4 16.8 15.0 15.7 16.5 95.4
2 15.2 16.0 16.6 14.9 15.4 16.0 94.1
3 15.2 16.0 16.5 14.8 15.7 16.0 94.2
4 15.3 15.7 17.0 15.0 15.7 16.2 94.9
5 15.6 16.2 171 15.4 16.0 16.4 96.7
6 15.5 16.1 16.4 14.9 16.0 16.4 95.3
7 15.5 16.0 16.9 15.1 15.9 16.1 95.5
8 15.1 15.8 17.1 14.8 16.2 16.5 94.5
9 15.3 16.2 16.8 15.0 15.7 16.2 95.2

Sum (Tt) 137.7 144 .4 151.2 134.9 141.3 146.3 ' 855.8

Range 0.6 0.7 0.7 0.6 0.8 0.5
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(Sz) » 1.25ug/ml(S;) » BAEERHEMIAR
7. 385555 : DL Sarcina lutea (ATCC 9341
EE AR TERER RRREE KBEE
MeYEBELREERR PHECEET
BEEARER o B—REBRINUATHER—E »
B RFRETAFEEEZ AR = EE SRS
e ] S , Sz, Ss o ﬁ%z‘:@@%ﬁ?}:ﬁ U, ,
U,, U, » B35+ I"CREBANE#E16-18/N
PR B I B E I F] B E - Fre 2 fEL
Tarcza Kk Garth A7 5HBIEET 77 B%5H &
HENERAEE TR BRI

# R

AEBRLEE=R » HRBERUER—
£ RE= kg Tarcza K Garth’Z#f&t45
ek HRERERERE A EREE !
(a)Observed R 78/]Nf? Critical R(0.273) »
(b) F {EZ8/Ni Critical F (2.84) » TIAEEZ
SHEE (EN)  F-XREETERZRER
0.240,F {&531.635 : E_XBEEHBZ RE
£0.222, F{ER1.637 ; E=XREETERZ R
EES0.205 > F {ER31.406 » ¥HFFE L _HE
¥ WARRERET TLURER c ZRIEEH
BRFr8 > 7118 (ug/mg) 53 511 £5888.6, 896.0,

% Three-dose assayZ & %

Observed R F-test < Fi
(ug/mg)  (ug/mg)
0.240 1.635 888.6
0.222 1.637 896.0 887.8
0.205 1.406 878.9

1%878.9 » H[l tylosin tartrate $BfFEIE#EIEE
Z /1185887 .8ug/mg (FRIM)
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REFERENCE STANDARD OF TYLOSIN TARTRATE
AT THE NATIONAL LABORATORIES OF FOODS AND DRUGS

YU-SHAN LIN, FONG-LING HSU, MEI-CHICH HSU AND CHIA PO LIN

DIVISION OF PHARMACOBIOLOGY

ABSTRACT

The “Tylosin Tartrate Reference
Standard (Lot No. L-1)” of the National
Laboratories of Foods and Drugs was as-
sayed. The potency was determined by the
microbiological agar diffusion method. The
results against the W. H. O. Reference

Standard were established with a potency
of 887.8ug per mg.

It was determined that this will serve
as the “Tylosin Tartrate Reference Stan-
dard” .
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