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Regulatory Implications of Osmolality
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Media QC
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Buffer QC
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Table 2. Summary of 28 day stability testing results of co-formulated antibodies, 3BNC117-LS and
10-1074-L5 (total 150 mg/mL), evaluated at 0, 1, 2, 3, and 4 weeks, after incubation at storage conditions
of 5 + 3 °C. HMW = High Molecular Weight; d.nm = Diameter in nm; PDI = Polydispersity Index;
P/mL = Particles/mlL.

Test Attributes Weeks
0 1 2 3 4

pH 5.65 5.6 5.62 5.60 559

A280 (mgn"m]_.) 142 137 142 139 149
Viscaﬁit}f (cP) 10.70 11.08 12.09 11.16 12.89
Osmolality (mOsm/Kg) 345 336 333 336 337
HMW (%) 298 3.11 3.14 3.58 3.52
SE-HPLC Main Peak (%) 96.90 96.81 06.84 O6.41 O6.46
Main Peak (%) 48.78 49.08 49.15 4927 49.71
S%E\JXC_I;I;L]I_:S Pre-Main Peaks (%) 47.68 46,40 46.04 44.74 44 97
- Post-Main Peaks (%) 3.54 4.52 4.81 599 532
Main Peak (%) 32.68 35.04 3522 35.99 37.72

?{E};;;lf][:g Pre-Main Peaks (%) 61.64 59.70 59.55 59.07 57.45
) Post-Main Peaks (%) 5.68 5.26 5.23 4.94 4.83
RP-HPLC 3BNC117-LS {mg,."mL} 68.05 65.88 70.00 68.70 71.48
) 10-1074-LS {mg,."m]_.) 76.70 72.75 80.54 78.83 B2.09
DLS Z-Average (d.nm) 10.25 10.44 10.26 10.23 10.30
rpD1 0.18 0.21 0.19 0.18 0.19

2-10 um (P/mL) 191 101 253 126 475

FlowCAM 10-25 um (P/mL) 31 23 46 36 107

25-50 um (P/mL) 15 16 8 9 8

Image 2. }23ERBE S0, 4BBICHIE DL LRBRIEEZ AR Sharmas DEERH 55|H,
Customer Use Case:
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Drug Formulations for Inhalation
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Table 3. Quality control (QC) checks of aqueous aerosol extract (AqE) stock samples.

Test Product Nicotine (pg/mlL) PG (pg/mL) VG (pgfmL) Osmolality (mOsm)
1RGF cigarette 6.13 + 0.06 272+ 051 2948 £ 1954 275,50 + 4.96
THPLATOS 1584+ 146 12446 + 191.17 85.05 + 124.59 27081 +3.70
THFL4HFCTRT 17.23 £ 1.44 7382222 66,85 £ 1695 27761+ 3.13
EPEN2.0BT 7550 £10.34 1093.67 £ 77036 92333 £48014 30324 +£811
EPEN3.0BT18 71221028 4730+ 3299 461.25+ 11865 42700+ 721
ISMDLO_10W_TTO05 3525+ 440 G956.00 £ 1413.87  3032.00 £ 467.84 51860 + 24.26

AqE capture medium < LOD < LoD < LOD 269.00 £ 6.18

LOD = Limit of detection.

Image 3. &RiZBozhilova5DimX N 55|ALHD T, EFZNIHGOKERMENZ by /T TN ORBERF v I/ OFREL Y bEFRL
72HDT. BEEREDEENTULET,

Cryopreservation and Cell Banking
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Application Note

HENDOERIPEIHZE. ARBIFESICZOMEZRHML. 7TOCXDORIREERAET TSI CHNTITFT, Chid. —IRINAEE
FREHFED ZRAET SEDOSMOTECH XTORENICESRZH TIANRETERIESNF LT
I T N 0 2 )
Cryostor CS5 OsmoTECH XT 1416.7 1393 1464
Cryostor CS10 OsmoTECH XT 180 27497 26.6 1.0 2675 28181
PrimeXV FreezIS OsmoTECH XT 180 21113 179 0.9 2015 2163

Table 2. 0smOoTECH XTI F & ARG REFHFICE T I HRNHBROIE T > R,

The Use of Osmolality in Ophthalmic Pharmaceuticals

REARICIMEFNLB DD EEMFNBOODOMADLH D TIH
TRITNUERD T A

ETNSIRRICT T BBEENRIBHEZERT 5Dk z i
w4 (tonicity) ICBET 3 —MHNBAIH Y XTIE RICRHBFREE S B VRERZEEDOEHHEIF

150~320mOsmI2TH D BRETRERADBEWVEEDNFETH DL LTVET, REEHRIFRE. IVE2I LY BROME
BETEAINTED., H3ELBTO—NILEXEFRE, AVEI LY XZEATBHIIC. BHTRELICARNMELWVC L

ERIEEBELTIORBRZEMRL TVET,

FLLWAEMZHNHREDEEINSICON. RIREOREAZHRICTIHLVEADLTLTHESINATULEY, BBER. Chb

DERBOBEREZEICL > TEBRMmBERERDIEEXT,

CAR-T Cells

Table 1

Common quality control items of vectors for the gene modification of CAR-T cells,
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Conclusion :{3;5:
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Pamicle size distribution

RT-PCR: reverse (Fanscnpiion polymerase chaim reacthon; BSA bovine serum
albumin; HPLC: high performance liquid chromatography: RCR: replication-
compebent retrovinas: ROL: replication-competent lentivin.
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Image 4. Table taken from Yonghong et al’s publication
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