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The proposed pre-filled syringe presentation of Tirzepatide can be considered
acceptable on the condition of the following recommendations:
1- The primary container closure system (glass syringe) should be comparable to the
glass syringe that encased in the single-dose prefilled pen (Autoinjector) presentation of

the reference product. It is recommended that the needle not come in contact with the
drug product.
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2- The manufacturing process should be similar to the reference product with studying
the effect of critical steps (e.g. plungering) on the stability of the product.

3- The photostability should be investigated and the prefilled syringe should be
packaged with appropriate light-protective measures and labeled accordingly.
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(Tablet contains: Alendronic acid (as alendronate monosodium monohydrate) 70 mg
Soft gelatin Capsule Contains:_Alfacalcidol 1 mcg)
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