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ycin for Injection

jjection contains an amount of Clindamycin Phosphate equivalent to NLT 758 pg/mg of clindamycin (C18H33CIN2058),

1e anhydrous basis.

c IoenTiFication Tests (197), Infrared Spectroscopy: 197M , (CN 1-Mav-2020)

1 specimen
eria: Meets the requirements

nL of phosphoric acid to 4000 mL of HPLC grade water. Add 10 mL of ammonium hydroxide, and adjust with ammonium
pH of 3.90 + 0.05.

‘onitrile and methanol (9:1)

1 A and Buffer (1:4)

tion A and Buffer (2:23)

tion A and Buffer (12:13)

ee Table 1.
Table 1
Time Solution B Solution C
(min) (%) (%)
0 95 5
40 5 95
41 95 5
46 95 5

n: 2.2 mg/mL of USP Clindamycin Phosphate RS in Diluent, prepared as follows. Shake briefly, and sonicate for 5 min to
v to cool to ambient temperature.
12 Nominally 2.2 mg/mL of clindamycin phosphate in Diluent from Clindamycin for Injection, prepared as follows. Shake briefly,

‘or 5 min to dissolve. Allow to cool to ambient temperature.
ic system
raphy (621), System Suitability.)
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ndard solution

:quirements

n: NLT 1.0 between clindamycin phosphate and its nearest related compound. Calculate the resolution using peak widths at
jht.

ralley ratio: NLT 2.5

ilculate the peak-to-valley ratio:
Result =H /H
p v
Hp = height above the baseline of the nearest related compound peak

H, = height above the baseline of the valley between clindamycin phosphate and its nearest related compound

tandard deviation: NMT 2.0%

1dard solution and Sample solution

e quantity of clindamycin (C1sH330|NzOsS)' in pg/mg, in the portion of Clindamycin for Injection taken:

Result = (r,/r) x (C/C ) x P
ieak area from the Sample solution

ieak area from the Standard solution

:oncentration of USP Clindamycin Phosphate RS in the Standard solution (mg/mL)

iominal concentration of clindamycin phosphate in the Sample solution (mg/mL)

iotency of clindamycin in the USP_Clindamycin Phosphate RS (ug/mg)

eria: NLT 758 pg/mg on the anhydrous basis

uns Test (85): Contains NMT 0.58 USP Endotoxin Unit/mg of clindamycin

1)

11 6 g of Clindamycin for Injection aseptically dissolved in 200 mL of Fluid A

eria: Meets the requirements when tested as directed in Test for Sterility of the Product to Be Examined, Membrane Filtration

12 Nominally 10 mg/mL of clindamycin in water from Clindamycin for Injection
eria: 3.5-4.5

10N, Method 1{921): NMT 6.0%

5): Meets the requirements

NTs: It responds to the Identification test in Clindamycin Phosphate.

JUIREMENTS
JRAGE: Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging_for constitution.

TANDARDS (11)
sphate RS

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

lopic/Question Contact Expert Committee

Documents

Document Sharing Hub

Full document details: Clindamycin for Injection


https://store.usp.org/product/1138008
https://store.usp.org/product/1138008
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US#C71S25
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-82D6BE69-729E-4567-A63A-FA746BB38371_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-82D6BE69-729E-4567-A63A-FA746BB38371_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-82D6BE69-729E-4567-A63A-FA746BB38371_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-82D6BE69-729E-4567-A63A-FA746BB38371_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1138008
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20CLINDAMYCIN%20FOR%20INJECTION,%20ID%20:%2018301
https://www.uspchromcolumns.com/
http://www.avadocuments.com/doc/clindamycin-for-injection
http://www.avadocuments.com/doc/clindamycin-for-injection

