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rboxamide, 7-chloro-4-(dimethylamino)-1,4,4a,5,5a,6,11,12a-octahydro-3,6,10,12,12a-pentahydroxy-1,11-dioxo-,
le, 45-(4a,4aa,5a0,6B,12aa)-;
hylamino)-1,4,4a,5,5a,6,11,12a-octahydro-3,6,10,12,12a-pentahydroxy-1,11-dioxo-2-naphthacenecarboxamide
je CASRN®: 64-73-3; UNIl: 290079NTYT.

lydrochloride has a potency of NLT 900 pg/mg of demeclocycline hydrochloride (C CIN,O, - HCI), calculated on the dried

21H2‘I

: IoenmiFication TesTs (197), Infrared Spectroscopy: (197K) or (197A) 4 (usp 1-May-2020)

»n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp

appropriate volumes of 0.2 M dibasic potassium phosphate and 0.2 M monobasic potassium phosphate to prepare a buffer
.0.

M tetrabutylammonium hydrogen sulfate. Adjust with sodium hydroxide TS to a pH of 9.0.

M edetate disodium. Adjust with sodium hydroxide TS to a pH of 9.0.
ransfer 80 g of tertiary butyl alcohol to a 1000-mL volumetric flask with the aid of 200 mL of water. Add 100 mL of Solution A,

ution B, and 100 mL of Solution C. Dilute with water to volume. ‘A (USP 1-May-2020)
aydrochloric acid

ity solution: 41 mg/mL of , (USP 1-May-2020) USP Demeclocycline Hydrochloride RS in Diluent. Allow to stand for 3 h.
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m x 25-cm; 48-pm, (USP 1-May-2020) Packing L21

arature: 60 + 0.5°

IL/min

me: 20 pL

ity

‘em suitability solution and Standard solution

itive retention times for epidemethylchlortetracycline and demeclocycline are 0.7 and 1.0, respectively.]
uirements

NLT 3.0 between the epidemethylchlortetracycline peak and the demeclocycline peak, System suitability solution
1dard deviation: NMT 2.0%, Standard solution

1dard solution and Sample solution

e quantity, in pg/mg, of demeclocycline hydrochloride (C CIN,O, - HCl) in the portion of Demeclocycline Hydrochloride

21H2‘I

Result = (r /rg) x (C/C ) x P
ieak response of demeclocycline from the Sample solution
ieak response of demeclocycline from the Standard solution

:oncentration of USP Demeclocycline Hydrochloride RS in the Standard solution (mg/mL)

:oncentration of Demeclocycline Hydrochloride in the Sample solution (mg/mL)

iotency of demeclocycline hydrochloride in USP Demeclocycline Hydrochloride RS (ug/mg)

eria: NLT 900 pg/mg on the dried basis

5): Meets the requirements

11 10 mg/mL
eria: 2.0-3.0

31)
]
e Sample 4in a capillary-stoppered bottle in vacuum,, (ERR 1-May-2020) at 60° for 3 h.

eria: NMT 2.0%

JUIREMENTS
JRAGE: Preserve in tight, light-resistant containers.

TANDARDS (11)
Hydrochloride RS

Please check for your question in the FAQs before contacting USP.

lopic/Question Contact Expert Committee
NE HYDROCHLORIDE Documentary Standards Support SM12020 Small Molecules 1
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