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m Section Element/Section

1 Device Detailed description, specifications, intended use,
Description variants, and accessories
Labeling Information to be provided by the Manufacturer that include

2 labels, Instruction of use (IFU) and any promotional material
and IFU , (IFU) y P
Essential Essential principles checklist and method of conformity to

3 Principles applicable essential principles with evidence of compliance
Checklist with essential principles
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Part I: General Information

Section Element/Section

Combination Product Name Name of the overall product as submitted

Active Substance & Strength Name & Strength of Active Substance and Excipient

Dosage Form (referring to actual form of ancillary drug before

Dosage Form incorporated in the Medical Device)

Product Description Pharmaceutical characteristics and visual description
Pharmacodynamics Mechanism of action of the active ingredient
Pharmacokinetics Absorption, distribution, metabolism, and excretion profile
Indication / Intended Use Clinical indication aligned with the combination product
Dosage Recommended Dose (As optional)

Route of Administration/Mode of Delivery (Ancillary drug
follows the finished combination product)

O OGOk~ W N 2

Route of Administration

10 Contraindications Known medical contraindications

11 ‘Warning and Precautions Standard safety and precautionary measures

12 Interactions Drug-drug or drug-device interactions

13 Pregnancy and Lactation Risk classification and recommendations (If Applicable)
14 Adverse Effects Known and potential side effects (If Applicable)

15 Overdose Management Symptoms and Treatment of Overdose (If Applicable)
16 Stability Data Shelf life and storage conditions(If Applicable)

17 Origin Declaration Declaration of human/ animal origin (If Applicable)
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