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Lamivudine USP Reference Standard
Zidovudine USP Reference Standard

Lamivudine Resolution Mixture B USP Reference Standard
Zidovudine Related Compound C USP Reference Standard

1asooijonas zaunsni
. 10509 HPLC Waters model 2695

- 1a509 Dissolution Vankel model VK 7000
- 1050080 Mettler model XPE 205
35N15S

D521ASzKlas lﬂﬂlﬂU']ﬂSﬁ']Uﬂ']Uﬂ’]S']W']SU'ﬂﬂll_] 8UOOEIHS§E)IUSH']OUUY]

o gl g—

40 ﬁomumsn:)uaauz)a:)mm nuan

Wwani1sanuy

Wani1snoudaudsd1As1=Hn

Verification Acceptance : : Organic
e o Assay Dissolution .y
parameters criteria Impurities
-Peak purity is
Pure.
l.Specificity |-Analyte peaks Conform Conform Conform
free from
interference
2. Linearity
Lamivudine r 2 0.995 0.9999 1.0000 -
Zidovudine r 2 0.995 0.9999 1.0000
3. Precision
Lamivudine %RSD < 2.0 1.1 0.8 -
Zidovudine %RSD =< 2.0 1.2 0.7
4. Accuracy
Lamivudine | o pecovery =98-102 | 98.3-100.6 - -
Zidovudine %Recovery = 98-102 98.8-101.2
5. LOQ
Lamivudine > 10 5/N - - 0.150 ug/ml
Zidovudine > 10 5/N 0.042 ug/ml
19Nd1591099

Chromatographic condition
Mobile phase : Gradient program (Runtime 60 min.)

Equilibration condition : Buffer pH 4 : Methanol : ACN
(95:5:0)
Column : Keystone ODS A C,33.0x250 mm, 5 um

Column temp. : 30°C
Detector : 270 nm

Flow rate : 0.5 ml/min
Injection volume : 10 pul
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Testing item Results Acce.p ta.nce C01.1c1u
Criteria sion
Conform with
1. Identification Conform Lamivudine and Pass
Zidovudine

2. Assay

Lamivudine 98.2-100.6* | 90.0-110.0% la.
100.0-100.3** Pass

Zidovudine 08.6-100.8* | 90.0-110.0% la.

98.4-99.7%%*

3. Dissolution

Lamivudine 98.0-101.4* | NLT 80% (Q) are
101.8-103.3**| dissolved within Pass

Zidovudine 98.3-102.0%* 30 min.
908.3-102.4**

4, Co.nten.t Uniformity 3.6-7.8* AV of 10 units is

(Lamivudine) 4.1-10.5%% less than or Pass

/Weight Variation 2.9-5.1% o

(Zidovudine) 1.1-2.7%% | €qualto 15.0%.

5. Organic Impurities

Lamivudine carbox. acid Pass NMT 0.3%

Zidovudine related cpd C Pass NMT 1.5% D

Lamivudine diasteromer Pass NMT 0.2%

Any ind unspecified imp. Pass NMT 0.1%

Total Lamivudine rel imp. Pass NMT 0.6%

Total Zidovudine rel imp Pass NMT 2.0%
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*The United States Pharmacopeia 40, The National Formulary 35. 2017. USP Monograph Lamivudine and Zidovudine Tablets [CD-ROM] The United States Pharmacopiea

Convention, Inc. Twinbrook Parkway, Rockvile, USA.
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