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G[fpnz:de tablet 5 mg

"Fown ' Gtipsznde tablet 5 mg
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3. quantinianaiio : : '
3.1. Finish product specification : USP36

Identification Meet the requirement
2 | Assay 90.0 ~ 110.0% of the labeled amount of glipizide
3 | Dissolution Not less than 80%(Q) of the % LA of glipizide is dissolved in
| (USP test 1) “ "~ | 45 minutes.
4 | Uniformity of dosage Unit Meet the requirement
(Content uniformity) | C
' ( ) 5 | Related compounds i Glipizide related compound A is not more than 2.0%
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3.2. Drug substance specification : USP37

| identification Meet the requirement
2. Assa)'/ _ 98.0 - 102.0% of the labeled amount of glipizide (on the
' 3 anhydrous basis) ‘ |
3 | Loss on drying Not more than 1.0 of weight
- 4 | Residue on ignition Not more than 0.4% )
5 | Heavy metals (Method 1) " | The timit is 0.005% X
6 |'Related compounds ' Taskd . i
' o | - Any individual impurity is NMT-0.5%
O L o = _ - Glipizide related compound A is NMT 05% 'f
o | - Glipizide related compoun;l B is NMT 0.5%
' - Glipizide related compourid C is NMT 0.5%
- Any individual impurity Is NMT 0.5% |
Test 1 and Test 2 : £
- Total impurities (combine result for Test 1 and Test 2) is NMT
1.5% 2
]
O
ureluady MR
. nEgnsTIUnI3
’ wndndaiensi Aswiiy wwoiund Suras : welvady wvaesuy

e MBRANITIYNTTS wndwnstgnis indynssngnis..

=y




ANANBUZIANTE

Tramadol HCl 50 mg

1. AuaNTEVIlY

1.1 gUuuy Wugfiauadgadmivivusen

1.2. dwlsznou Usgnaufedien Tramadol HCL 50 mg Tuniudin
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2. puauvAMuaia

2.1. Finish product specification : BP2012

ldentification Meet the requirement
2 | Assay 95.0-105.0% of the labeled amount of Tramadol HCl
(C14H,5NO,.HCY)
3 | Dissolution Not less than 80%(Q) of C,4H,sNO,.HCl is dissolved in 30
minutes.
4 | Uniformity of dosage Unit Meet the requirement
(Weight Variation)
5 | Related Substance - Tramadol impurity A is NMT 0.3%
- Any other impurity is NMT 0.2%
- Total impurity is NMT 1.0%

2.2. Drug substance specification : BP2012

1 | Identification Meet the requirement
2 | Assay 99.0 - 101.0% of the labeled amount of Tramadol HCl
(Cy4H25NO,.HCL) (on the anhydrous basis) o /
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3 | Appearance of solution The solution is clear and colorless

Acidity NMT 0.4 ml of 0.01 M NaOH is required to change color to
yellow
5 | Related substances HPLC

- Impurity A : NMT 0.2%
- Unspecified impurities : NMT 0.10%
- Total impurities A : NMT 0.4%

6 | Impurity £ TLC - Impurity E : NMT 0.2%
7 | Heavy metals Not more than 20 ppm

8 | Water Not more than 0.5%

9 | Sulfated ash Not more than 0.1%
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