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Methylprednisolone
Each vial contains:

60 seconds)
LV. infusion

Sterile

Powder
for solution
forinjection

or LV. infusion  For Hospital Use Only.

Afa chemi phy
(Tehran-Iran) TS0

Each vial contains: Methylprednisolone (as

sodium succinate) 500 mg
For LM.or LV.injection (over 60 seconds)
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GMP: Good Manufacturing Practice
GEP: Good Engineering Practice
URS: User Requirements Specification
GAMP: Good Automated Manufacturing Practice
IT: Information Technology
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1. "Good Manufacturing Practice, Medicinal Products for Human
and Veterinary Use", EudralLex, The Rules Governing Medicinal
Products in the European Union, Volume 4, Annex 11: Computerized
Systems.2010.
2. "Good Practices for Computerized
Systems in Regulated “GXP” Environments”, PIC/S, Pl 2007 ,3-011.
3. GAMP Guide for Validation of Automated Systems, “Record and
Data Integrity Guide”, GAMP4, ISPE
4. GAMP Guide for Validation of Automated Systems, “A Risk-Based
Approach to Compliant “GXP” Computerized Systems”, GAMP 5,
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