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3.1 Finish product specification“’

AmANIANIIINaRA USP 38
1. YSanmeand 3t 90.0 - 110.0% of the potency stated on the label of International Anti-factor Xa Units (IU)
2. Identification ATITHIU
3. Anti-Factor Xa to Anti-Factor lla Ratio 33-53
4. Benzyl alcohol content (if present) 1.35% - 1.65%
5. pH 55-75
6. Bacterial endotoxins NMT 0.01 USP Endotoxin Unit/unit of Anti-Factor Xa activity in Anti-factor Xa IU
7. Anti-Factor IlA Activity NLT 20.0% - 35.0% of the potency stated on the label of International Anti-factor
Xa Units (U or IU/mL)

8. Free sulfate content NMT 0.12%
9. Sterility tests ATITN
10. Particulate matter AU

-9 = 10 um aiifin 6,000/container

- 9% 2 25 pm lallfiv 600/container
11. Impurities ATINU
12. Volume in container/Extractable volume ATIVU
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3.2 Drug substance specification : Enoxaparin sodium "

amANIGNImaka

USP 38

1. USunudaenday

®  Anti-factor Xa

®  Anti-factor tla

The potency : 90 - 125 Anti-Factor Xa International Units (1U)/mg,

calculated on the dried basis

The potency : 20.0 - 35.0 Anti-Factor lla 1U/mg, calculated on the dried

basis
®  The ratio of Anti-Factor Xa activity to | 3.3 - 5.3
Anti-Factor Ila activity
. Identification ATIU
. Benzyl alcohol content NMT 0.1%

. Nitrogen Determination

1.8% - 2.5%, on the dried basis

. Sodium content

11.3% - 13.5% on the dried basis

. Heavy metals

NMT 30 meg/g

pH

62-77

. Loss on drying

NMT 10.0% of its weight

ole|N|o|a|slw| N

. Specific absorbance

14.0 - 20.0 on the dried basis

10. Bacterial endotoxins test

NMT 0.01 USP Endotoxin Unit/lU of Anti-Factor Xa activity

11. Molar ratio of suifate to carboxylate

NLT 1.8
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3181151 2 Streptokinase 1.5 mU powder for injection
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1.3agn  Streptokinase 1.5 mU powder for injection

2. ansEaLaT 2 b
2.1 3wy urgnnannidedun dmivda
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3.1 Finish product speciﬁcation("

AmaNaNManaia BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. Identification ATIVNIN
3. Acidity or alkalinity 68-75
4. Bacterial endotoxins NMT 0.02 IU/100 U of Streptokinase activity
5. Sterility ATIVAIN
6. Particulate matter ATV

-aw1@ > 10 pm 141A% 6,000/container
-9u1@ = 25 pm MAn 600/container

7. Uniformity of content or mass ATIN
. .
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3.2 Drug substance specification : Streptokinase concentrated solution'”

andNanwinaia BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- the confidence limits are 80% - 125% of the estimated potency

2. Specific activity NMT 510 U per microgram of nitrogen
3. Identification ATIWY
4. pH 68-75
5. Streptodornase NMT 10 IU of Streptodornase activity/100,000 1U of Streptokinase activity
6. Streptolysin A6 IUAY Finished product specification
7. Related substances Total impurities : NMT 5%
8. Bacterial endotoxins Less than 0.02 |U / 100 IU of Streptokinase activity
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