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1.3881  Glucosamine sulfate 500 mg capsule
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3. AMAALGNIINARA

3.1 Finish product specification

((2)

1. YBnuaamndng m’namumuﬁs:q‘lu Finished product specification
2. Identification ﬂiﬁﬂdﬁum'\uﬁi:q‘lu Finished product specification
3. Dissolution ﬂswmumuﬁszq'lu Finished product specification
4. Uniformity of dosage units ﬂi’aﬁlmuﬂmﬁizq‘lu Finished product specification
5. Impurity / Related substance m’;amum‘mﬁtzq‘lu Finished product specification
3.2 Drug substance specification : Glucosamine sulfate sodium chioride®
1. YSnmarendeny 98.0 - 102.0% of Glucosamine sulfate (dried substance)
2. ldentification (Sulfate, Sodium, Chioride}) AT
3. Appearance of solution Clear and colourless
4. pH 3.0-50
5. Specific optical rotation +50.0 {19 +55.0 (dried substance)
6. Related substances - Unspecified impurities : for each impurity, NMT 0.05%

- Total : NMT 0.2%

7. Heavy metals

NMT 10 ppm

8. Loss on drying

NMT 0.5%

9. Sulfated ash

23.5% - 26.0%

10. Microbial contamination

TAMC : 10° CFU/g
TYMC : 10° CFU/g

Escherichia coli : Absence
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1. #aen Pregabalin 75 mg capsule
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3. AANLANIINATKA

3.1 Finish product specification'"®
1. USnmdandrngy ms'mi'mmuﬁs:q'lu Finished product specification
2. Identification mﬁ%mumuﬁszq‘lu Finished product specification
3. Dissolution m’mmumuﬁitqh Finished product specification
4. Weight variation En) mﬂﬁlmumuﬁ‘s:qlu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance msmmumuﬁs:q'lu Finished product specification
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518n15N 3 Teriparatide 250 mcg/mL injection
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1. o Teriparatide 250 mcg/mL injection

2. amansianaly
2.1 luuy WusnsazmoUnaannide la Wild dwmivda
2.2 gudsznay  Usznaudaaalen Teriparatide 250 meg / mL
2.3 Uﬁgn”nwf ms{lum%uzmﬁﬂﬂﬂﬂmm%a FUuuy Prefiled pen U3a1@3 2.4 mL / Pen
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3.1 Finish product specification®
1. USunmdaendnegy 379 mumuﬁszq‘lu Finished product specification
2. Bioresponse f773 Nﬁumuﬁiquu Finished product specification
3. Identification 779 mumuﬁizq‘lu Finished product specification
4. Particulate matter m’mmum&lﬁsx‘lﬂu Finished product specification
-9W9 > 10 ym 'LWifiu 6,000/container
- 939 > 25 pm LiLAu 600/container
5. Sterility m’ami’mm'mﬁi:q‘lu Finished product specification
6. Bacterial endotoxins msa%ﬂﬁumﬁuﬁiquu Finished product specification
7. pH msnw”mm’mﬁszi_ﬂu Finished product specification
8. Impuirity / Purity test G\Taamum&lﬁimlu Finished product specification
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