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Enoxaparin sodium 60 mg/ 0.6 mt injection
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e Enoxaparin sodium 60 mg/ 0.6 ml
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2. Useneaunay enoxaparin sodium 60 mg/ 0.6 ml (9000 - 11,000 iu anti-Xa/1.0 ml)
3, Ussﬂwaamusiamwsamm Usmmmﬁua wsauaﬂnmusm (Prefilled-syringe W|th Safety dewce)
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1. ldentification m?ﬁlmumuﬁszﬁlu finished product specification
2. USunausigndrfgy
- Anti-Xa activity 9000 - 1100 Ul/ml
- Anti-lla activity 2000 - 3500 Ul/ml
- Ratio of Anti-Xa/Anti-lla 33-53
3. pH 55-75
4. Relative density 1.04 - 1.08
5. Bacterial endotoxins 1aiiAiu 0.01 endotoxin units/anti-factor Xa iu
6. Volume in container mmﬂhummﬁszﬂu finished product specification
7. Sterility sterile
8. Particulate matter ms’mmummﬁizﬂu finished product specification
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1.1 luddymstunsdeusdue tdun ne.2 ve.3 ne.4 vie 8.2 udusinsdl
1.2 Tufwetunziiousiuen ve.l wie o.1 wieuswazdeahitonsmunuaunimysndnfusinuiity
nzioy (finished product specification) W %’aﬁﬂiﬂumﬂmmwmaﬁmqﬁu (drug substance specification)
ﬂscﬁﬁaejswiwmaﬂﬁsmuﬂaw’ﬂ*uLﬁmau WADIUUIENATNMTTBWA LY (8.5) W5y finished product
specification way/43e drug substance specification
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dudadesdionaisdusesntnsgrunisudnersiundninasivariinisialunisudnepic/s
(Pharmaceutical Inspection Co-operation Scheme) lagwiaeanu PIC/S participating authorities
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3.2 WansesRIesziaunmIngAvvesienddny (Certificate of analysis of drug substance)
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3.3 pnansvisenangiududuanuduiussenineiunindn vesdingivveaiiendifty (drug substance)
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3.5 \ewnidusnguiing fesdiienansdeyanisinsmenddnluimgudiiidu Randomized clinical trial
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