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2. Identification ATV
3. Dissolution time NIAAATIEReNY Test 1
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AmMANIGNIINARALBY Glimepiride

amaNifnImana BP 2013 ' USP 35

1. B mdendty 97.0 - 102.0% of Glimepiride 98.0 - 102.0% of Glimepiride
(Anhydrous substance) (Anhydrous substance)

2. identification AU AU

3. Related substances By Liguid chromatography - Glimepiride related compound A : NMT 0.8%
- Impurity A : NMT 0.8% - Glimepiride related compound B : NMT 0.4%
- Impurity B : NMT 0.4% - Glimepiride related compound C : NMT 0.1%
- Impurity D : NMT 0.2% - Glimepiride related compound D : NMT 0.2%
- Unspecified impurities: for each impurities, - Any unspecified individual impurity : NMT 0.1%
NMT 0.1% - Total impurities (excluding Glimepiride
- Sum of impurities other than B : NMT 0.5% | related compound B) : NMT 0.5%

4. Water NMT 0.5% NMT 0.5%

5. Sulfated ash NMT 0.1% -

6. Residue on ignition - NMT 0.2%

7. Heavy metals - NMT 0.001%
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Hydralazine HCl1 25 mg Tablet
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anfaufau (Film coated tablet) #w3usuLsemu

2. 1u 1.9 lsznaudleaaen Hydralazine HCI ﬁaugaﬁ'u Hydralazine 25 mg
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amdiaMInana BP 2013 USP 35
1. YT grendeny 95.0-105.0% L.A of Hydralazine HCL | 90.0-110.0% L.A of Hydralazine HCL
2. Identification AT AT
3. Dissolution test azaneliasndn 70% of the LA. of | azanelaitanin 75%(Q) of the L.A.
Hydralazine HCI 1u 45 i of Hydralazine HCI 1w 45 w1l
4. Uniformity of Dosage units | ®#933K1% AT
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4.1
4.2

NammnﬁLﬂﬂ:ﬁqmmwwﬁmﬁ'mwfmm;{wﬁm (Certification of analysis) 'lumsq'uﬁduﬂum”aazho
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#DIUFAINNTATIV Hydralazine HCI a3t ™?
AnauUGnnahe BP 2013 ; UsP3s -
1. Yanmshendny 98.5 - 101.0% of Hydralazine HCI 98.0 — 102.0% of Hydraﬁazine HCI
(Calculated on the dried substance) (Calculated on the dried basis)
2. Identificption 529U ATIWIU
3. Apearange of solution AT -
4. pH 3.5-42 35-42
5. Limit of| Hydrazine NMT 10 ppm NMT 0.001%
6. Related substances - Any impurity : for each impurity, NMT 0.2% | - Total impurities : NMT 1.0%
7. Heavy metals I NMT 20 ppm NMT 0.002%
8. Loss on drying NMT 0.5% NMT 0.5%
9. Sulfated jash NMT 0.1% -
10. Residug on ignition - NMT 0.1%
11. Water 4 insoluble substances - NMT 0.5%
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Hoe  Insulin glargine 100 IU/ml, 3ml for Penfili
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6. Particulate matter m’mmumuﬁszq‘lu Finished product specification
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