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1.Analysis for registration (One production batch).

2.Comparative in-vitro dissolution of new formula against innovator in suitable medium (or media) based on
the type of dosage form and properties of active pharmaceutical ingredients (API).

3.Accelerated stability on one production batch for 6 months and one production batch on-going stability to be
available upon request.

4.Bioequivalence study (Upon request).
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1.Analysis for registration (One production batch).

2.Comparative in-vitro dissolution of new formula against innovator in suitable medium (or media)
based on the type of dosage form and properties of active pharmaceutical ingrediants (API).
3.Accelerated stability on one production batch for 6 months and one production batch on-going
stability to be available upon request.

4.Bioequivalence study (Upon request).
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1.Analysis for registration (One production batch).

2.Comparative in-vitro dissolution of new formula against innovator in suitable medium (or media) based
on the type of dosage form and properties of active pharmaceutical ingredients (API).

3.Accelerated stability on one production batch for 6 months and one production batch on-going stability to
be available upon request.

4.Bioequivalence study (Upon request).
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Warning & Precautions:
-Use the lowest effective dose for the patient.
- The recommended initial dose is 5 mg for women and either 5 or 10 mg for men, taken only once per night
immediately before bedtime with at least 7-8 hours remaining before the planned time of awakening.
-The recommended initial doses for women and men are different because zolpidem clearance is lower in
women
-1f the 5 mg dose is not effective, the dose can be increased to 10 mg.
-In some patients, the higher morning blood levels following use of the 10 mg dose increase the risk of next
day impairment of driving and other activities that require full alertness.
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BCG : Bacille Calmette-Guérin vaccine ¢l &
DTP : Diphtheria-Tetanus-Pertussis vaccine ( S dlew ¢ Gugilis ¢ Ljid) gl DA ~ @l
ICH X International Conference on Harmonization ¢ sl delia  &ilayl alaiil allall aassl)
OoPV : Oral Polio Vaccine (ssdll July! JLi
TT : Tetanus Toxoid vaccine sl wssi -l
MMR ; Measles , Mumps ,Rubella sl duaall ¢ Clsill ¢ duaal) A
DTP-HB : Diphtheria-Tetanus-Pertussis-Hepatitis B vaccine (S¢S dlas s silisicly 582) a jall )
ACWY Meningococcal Meningitis vaccine (serotype A,C,W.,Y)
WHO : World Health Organization 4l daall dakaie
TGA : Therapeutic Goods Administration 4wy Laaall Al
MHLW : Ministry of Health Labor and Welfare auLlll ds.all 3555
EMA : European Medicines Agency 4ug)s¥) elsall 4
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“Procedure for fast track (expedited) registration of imported prequalified vaccines for use in national
immunization programme”
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