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SAMPLENAi!,IE

BATC]{ NO.

I, AN :!}J'I'IC,¡"L MBTI"IOD :

II. RESULTS OT ANALYTICAL ITEM:
ITEM

APPEARANCE:

SOLiJBI]-ITY:

]DENTlFICATION:

PH:

SPECI FlC OPTICAL ROTATION:

SPECIFIC ABSORBANCE (353nm)

L, f CJJT-AB SORB INC ]MPU R.ITIES

(430n:n);

(490nm):

RELATED §UBSTANCESI

lMPURITYA
iiviPURITY B

I]VtPURITY C

ANY OTI{ER iMPURITY

]'OTAL OF IMPURIT¡ES D, EAND F

(§LU'nNc BETwEÉN'I'H§ LATTER Two)

I.IEAVY METAL§:

WATER:

SULFATED ASH:

RESIDUAL SOLVEN'I":

METHANOL:

AS§AY (ANHYDROUS SUBSTANCÉ):
CONTENT0F C»H:sClNz0s

III: RBSUL,I'AND CÜNCLUSION; PASS
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EXI}IRYDATE
EP8.C/8P2013

SPECI§ICATION

YELLOW, CRYSTALLINE POWDER,

HYGROSCOPIC
FREELY SOLUBLE IN WAI.ER, §PARINGLY §OLUBLE

IN ETHANOL{96a/a}. SOLUTIONS lN WATER

BECOMÜ TURBID ON STANDING,OWINO TO

THE PRECIPITATION OF OXYTETRACYCL1NE.

A : THIN-LAYER CHROMATOGRAPHY

B: REACTION WITH SULPHURIC ACID

C: REACTION OF CHLORIDES

2.3 TO 2.9

*188'TO *200'

2701A294

NOT MORE THAN O.5O

NOT MORE THAN O.2O

NOT MORE THAN 0.5%

NOT MORE THAN 2.0%

NOT MORE THAN 2.0%

NOTMORE THAI.{ 0.1%

NOT MORE THAN ?.0%

NOT MORE THAN 50 PPm

NOTMORE THAN 2.0%

NOTMORE THAN 0.5%

NOT MORE THAN 3000 PPm

95.üq/oTQ 102.A%

RESULT

COMPLIES

COMPLIES

COMPLIES
COMPLIES

COMPLIES

1A

-1 950

279

0.1 8

0.ü4

1.15%

0.63%

1.620/0

0.04%

039%
COMPLIES

t.0%
t.|%

46ópput

96.s%

OXYTE-TRACYCLINE }il/DROCHLCIzuDE

WORKSHOPTI-IREEYT150402031
?015,04.¡ 5

20 15.04. I I
PHARMACEUTICALSPECIFICATION

EATCH SIZE
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