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4o Test items ‘ Specifications

1 | Identification - Complied with finished product-speciﬁcation

2 | Assay - 90.0 - 110.0% of the labeled amount of acitretin
3 | Uniformity of dosage units - Complied with finished product specification

4 | Dissolution - Complied with finished product specification

5 | Degradation products - Complied with finished product specification
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Dapasgliflozin 10 mg and Metform\ln\ dr&g@logde %,000 mg (extended release) tablet

1. Faen Dapagliflozin 10 mg and Metformin hyarochtonde 1,000 mg (extended release) tablet
2. aruaatianaly

2.1 JUuuy Jugndarinduusznu

2.2 dwuszneu  Tu 1 inuszneusnefien Dapaglifiozin propanediol fisuyaru Dapagliflozin 10

mg iaz Metformin hydrochloride 1,000 mg viinpangwaiiiy
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3. AaudsUANInAlAYaY Finished product specification:

Han13n39ILAT 1z dulUu finished product specification Faldaanzilause
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) Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of dapasliflozin
- 90.0-110.0% of the labeled amount of metformin
3 | Uniformity of dosage units | - Complied with finished product specification
4 | Dissolution test - Complied with finished product specification
Impurity - Complied with finished product specification
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4.2.2 nsdlerduinandisssne guansieadianansiusennigunisuaneiaundninadiiay
A3n157ialun1sudnaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) la
w84 PIC/S participating authorities atud1gaausaunsasivasulasiinanisiuses
fefudsznAUsenansiandidnnseiind vieengnaendw waaudnsdl wisfienans
Certificate of pharmaceutical product
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