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for Oral Solution

Polyethylene Glycol 4000 (Macrogo! 4000) 10 g Powder for Oral Solution
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Dolutegravir 50 mg + Emtricitabine 200 mg + Tenofovir Alafenamide Fumarate 25 mg

film-coated tablet

1.‘7‘18?1’133’@1/1’1\3&1'1 Dolutegravir 50 mg + Emtricitabine 200 mg + Tenofovir Alafenamide Fumarate 25 mg
film-coated tablet
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1. Identification - mi?ilthummﬁi:ﬁﬂ,u finished product specification

2. Yunusiendifgy - 90.0% w/w - 110.0% w/w of labeled amount of Tenofovir AF
- 90.0% w/w - 110.0% w/w of labeled amount of Emtricitabine

- 90.0% w/w - 110.0% w/w of labeled amount of Dolutegravir
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Tenofovir DF 300 mg, Lamivudine 300 mg, Dolutegravir 50 mg Tablets

J981  ACRIPTEGA
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2. Tu 1 WinUseznaumiesien Tenofovir DF 300 mg, Lamivudine 300 mg, Dolutegravir 50 mg
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95.0% w/w — 105.0% w/w of labeled amount of Tenofovir DF
95.0% w/w — 105.0% w/w of labeled amount of Lamivudine

95.0% w/w - 105.0% w/w of labeled amount of Dolutegravir

3. Dissolution test
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4. Uniformity of dosage units
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5. Water (By KF)
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4. Related substances

n3UINNTEYLY finished product specification

5. Microbiological test
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Tenofovir DF 300 mg, Emtricitabine 200 mg, Efavirenz 600 mg Tablets

‘ z"fgawﬁ@mdm Tenofovir DF 300 mg, Emtricitabine 200 mg, Efavirenz 600 mg Tablets
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Finished product specification: In House

- IDENTIFICATION TEST
- LABEL AMOUNT

- DISSOLUTION TEST
- UNIFORMITY OF DOSAGE UNIT
- WATER (By KF)

- RELATED SUBSTANCES

- MICROBIOLOGICAL TEST

Usenausiemen Tenofovir DF 300 mg, Emtricitabine 200 mg, Efavirenz 600 mg
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97.0% w/w - 105.0% w/w of labeled amount of
Tenofovir DF

95.0% w/w - 105.0% w/w of labeled amount of
Efavirenz

95.0% w/w — 105.0% w/w of labeled amount of
Emtricitabine .
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