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SCIENCE MEDICINES HEALTH
1. A complex active ingredient In cases where the medicinal product does not fall within
2. A complex route of delivery the definition of a generic medicinal product as provided

in paragraph 2(b) or where the bioequivalence cannot be
demonstrated through bioavailability studies or in case of

5 Complexit aint o th changes in the active substance(s), therapeutic indications,
- LOMPIEXIty oruncertainty concerning the strength, pharmaceutical form or route of administration,

approval pathway or a pOSSIIb|E alternative vis-a-vis the reference medicinal product, the results of the
approach that would benefit from early appropriate pre-clinical tests or clinical trials shall be
scientific engagement provided

3. A complex dosage form or formulation
4. A complex drug-device combination product

Classifying Approved New Drug Products and Drug-device Combination Products as
Complex Products for Generic Drug Development Purposes Article 10(3) of Directive 2001/83/EC

B, BE, ARSIV, BEREY, TAMREFERLY ) v I EER
ENFNRSERERTONEL VWY 22 ) y 7 EER
+ EMATIZ, hybrid medicine
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aARFY VETE BE 5,603.0 Yes
77 7%y SERIA RE 48,198.0 38,689 Yes
TRIT7 T4ZAHA TINA R 2,920.2 (28) 16,980 Yes
707y REGE BE|, R5ER 38,401.0 15,957] Yes
7Y # Y TRIABE T A, mE5EE 63,584.0 (175) 1,789] No (EU, Yes)
Ty IRTE RE 74 1,376.0 (0.25) 21,826 No
DZAVANEN-Y RE 1,004,360.0\ 2,658) No

25 98.711BAM 034 10auAT)
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https://pari.org/wp-content/uploads/2019/04/2-Tyner PQRI.pdf
https://www.fda.gov/files/drugs/published/Introduction-to-complex-products-and-F
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