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Appendix 3
 Follow-up and Non-urgent Information for Quality Defects 
“Confidential. For regulatory authority use only. Not intended for publication”
12. Marketing Authorisation Holder
13. Manufacturer  
The holder of an authorisation referred to under Article 40 of Directive 2001/83/EC or Article 44 of Directive 2001/82/EC and the holder of the authorisation on behalf of whom the Qualified Person has certified the batch for release in accordance with Article 51 of Directive 2001/83/EC or Article 55 of Directive 2001/82/EC if different. 
15.Issuing Authority Contact Person
10.0.2.20120224.1.869952.867557
This is intended only for the use of the party to whom it is addressed and may contain information that is privileged, confidential, and protected from disclosure under applicable law. The information contained in this document is not intended for publication. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please notify us by telephone immediately and return it to us at the above address by mail. Thank you.
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Age-appropriate dosage form for parenteral use
Age-apropriate dosage form for rectal use
Age-apropriate dosage form, other
Age-apropriate oral liquid dosage form
Age-apropriate oral solid dosage form
Bath additive
Buccal tablet
Cachet
Capsule, hard
Capsule, soft
Cell suspension for infusion
Chewable capsule, soft
Chewable tablet
Coated tablet
Compressed lozenge
Concentrate for cutaneous solution
Concentrate for gargle
Continuous-release intraruminal device
Cream
Cutaneous emulsion
Cutaneous paste
Cutaneous patch
Cutaneous spray, suspension
Dental emulsion
Dental gel
Dental solution
Dental stick
Dental suspension
Dispersible tablet
Effervescent granules
Effervescent powder
Effervescent tablet
Extracorporeal solution
Film-coated tablet
Gargle
Gargle, powder for solution
Gargle, tablet for solution
Gastro-resistant capsule, hard
Gastro-resistant capsule, soft
Gastro-resistant granules
Gastro-resistant capsule, hard
Gastro-resistant capsule, soft
Gastro-resistant granules
Gastro-resistant tablet
Gel
Gingival gel
Gingival paste
Gingival solution
Granules
Granules for oral solution
Granules for oral suspension
Granules for syrup
Herbal tea
Instant herbal tea
Lick block
Lozenge
Lyophilisate and solvent for suspension for nasal administration
Lyophilisate for suspension for spray administration
Medicated chewing-gum
Medicated pellets
Medicated plaster
Modified-release capsule, hard
Modified-release capsule, soft
Modified-release granules
Modified-release tablet
Mouthwash
Mouthwash, tablets for solution
Muco-adesive buccal tablet
Ointment
Oral drops, emulsion
Oral drops, solution
Oral drops, suspension
Oral emulsion
Oral gel
Oral gum
Oral liquid
Oral lyophilisate
Oral paste
Oral powder
Oral solution
Oral suspension
Orodispersible tablet
Oromucosal ccapsule
Oromucosal cream
Oromucosal drops
Oromucosal gel
Oromucosal paste
Oromucosal solution
Oromucosal suspension
Pastille
Peridontal gel
Peridontal insert
Peridontal powder
Pillules
Powder and solvent for oral solution
Powder and solvent for oral suspension
Powder and solvent for solution for sealant
Powder for concentrate and solution for solution for infusion
Powder for oral solution
Powder for oral suspension
Powder for suspension for infusion
Powder for syrup
Premix medicated feeding stuff
Prolonged-release capsule, hard
Prolonged-release capsule, soft
Prolonged-release granules
Prolonged-release tablet
Pulsatile-release intraluminal device
Shampoo
Soluble tablet
Solution for dispersion fot injection/infusion
Sublingual tablet
Syrup
Tablet
Toothpaste
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