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— Purpose: Evaluating new in vitro measurements and standards to
| — 3 demonstrate pharmaceutical equivalence (Q1/Q2/Q3) and thereby ensure
- : ; bioequivalence of complex generic products In screening a wide range of particle size and concentration (a), TRPS (d) showed DLS (e), NTA (f), RMM (g) and TRPS (h) showed the accurate size distribution from monomodal Heterogeneous samples were prepared by mixing of NIST100, NIST240 and NIST500 at equal mass (i). Compared to
;LB I & G- . Product similarity-Q1: Same excipient components, Q2: Same quantities, _the Iar_gest range of nanoparticle detection among three particle counting techniques sampl_es _of PS size standards with threg different Sizes. Addl.tlonal_ly, thrge pa_rtlcle counting technlq_ugs DLS (J)_, NTA (k) and RMM (l), TRP_S showed the most accurate concentrations and size distribution and highest
1 fn eric Q3: Physicochemical properties that are considered to be critical quality iIncluding NTA (b) and RMM (c). guantitatively measured the molar particle concentrations with reliable linearity, accuracy and precision. | | resolution of the heterogeneous mixture (m).
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Quartz ghass 2 O precise and reproducible. The size is still more sensitive measure of product difference, but the concentration measurement supports that. The observed » Fabrication and validation in-house nanofluidic slit device with better resolution and reproducibility.
n Time (MSec)  (percetyrans 1 04) § reference-to-generic variations may be attributed to different manufacturing process or different excipients in the formulation, which will be further studied. « Characterization of other drug products containing nanomaterials, such as liposomes and emulsions.
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