EXHIBIT A

ICH stability Batch number 27001369 Stability Condition Reason Protocol number Packaging
Double LDPE bag inside a heat sealed foil
Item 2001063 Pilot batch 25°C-60 % RH 1% batch PS 212.070 Ed 03 i g
pouch inside an HDPE drum
Analysis Specifications \ Time points To T3 Ts Ty T1z Tis T Tsp Tss Tag Teo
i i i hi i hi i i hi
Appearance White to off-white powder white white powder white white white white white white white white
powder powder powder powder powder powder powder powder __powder
TS T
Identification by UPLC Retention t';::nzaaT;:S reterence Comply Comply Comply Comply Comply Comply Comply Comply Comply
fi
XRPD C°"°S"°“.‘(’f‘0trf’nt:;’ " N/A N/A N/A N/A N/A N/A N/A Comply* Comply Comply
97.0-102.0% h
Assay by UPLC 020 :a‘s“g w anhydrous 1005 100.1 100.3 99.9 100.8 98.3 97.5 98.9 99.9
Assay by UPLC For information (%w/w as is) 100.4 100.1 100.2 99.9 100.8 98.3 97.5 98.9 99.9
Individual impurities
KPT-375 <0,15 % w/w ND ND ND ND 0.07 ND ND ND ND
KPT-454 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-453 <0.15 % w/w ND ND ND ND <L0Q ND ND ND ND
KPT-452 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-479 <0.15% w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-509 <0.15% w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-472 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
Any other individual impurity <0.10 % w/w ND ND ND ND ND ND ND < L0Q ND
Total impurity <1,5% w/w NQ NQ NQ NQ 0.07 NQ NQ NQ NQ
Water content by KF <2,0% w/w 0.02 0.07 0.06 0.03 0.00 0.05 0.03 <LOQ <LOQ
Residual KPT-459 by LC/MS <40 ppm <40 <40 <40 <40 <40 <40 <5 <5 <5
Residual KPT-534 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a ND ND ND
Residual KPT-548 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a 6 6 5
Microbial timit tests
TAMC <1000 CFU/g Comply Comply Comply Comply Comply
TYMC <100 CFU/g Comply Comply Comply Comply Comply
Specified microorganism
Staphyloccocus aureus Absence Comply Comply Comply Comply Comply
- Escherichia coli Absence Comply Comply Comply Comply Comply
Pseudomonas aeruginosa Absence Comply Comply Comply Comply Comply
- Salmonella Absence Comply Comply Comply Comply Comply

ND: Not detected

NQ: Not Quantifiable

LOAQ: Limit of guantification = 0,05 %

N/a: Not applicable

*Protocol reviesed to include XRPD at T30M
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Exhibit A

ICH stability Batch number 27001370 Stability Condition Reason Protocol number Packaging
Double LDPE bag inside a heat sealed foil
Item 2001063 Pilot batch 25°C- 60 % RH 2nd batch PS 212.070 Ed 03 O e
pouch inside an HDPE drum
Analysis Specifications \ Time points To Ta Te T Ty Tig T Ta T Tas Tso
Appearance White to off-white powder white white powder white white white white white white white white
powder nowder oowder nowdar powder powder powder powder powdar
Retention ti f
Identification by UPLC etention '::nza:j:s rererence Comply Comply Comply Comply Comply Comply Comply Comply Comply
XRPD C°"es"°"?:°tr‘:n‘:f reference N/A N/A N/A N/A N/A N/A N/A Complies* | Comply Comply
7.0-102.0%
Assay by UPLC SPRQPNEED ;a‘;vé w anhydrous 101.2 99.2 100.2 100.2 100.3 101.1 97.6 99,6 99.2
Assay by UPLC For information (%w/w as is) 101.2 99.2 100.2 100.1 100.3 101.0 97.6 99.6 99.2
Individual impurities
KPT-375 <0,15 % w/w ND ND ND ND <LoQ ND ND ND ND
KPT-454 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-453 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-452 <£0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-479 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-509 £0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-472 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
Any other individual impurity <0.10 % w/w ND ND ND ND < LOQ ND ND < LOQ ND
Total impurity <1,5%w/w NQ NQ NQ NQ NQ NQ NQ NQ NQ
Water content by KF <2,0 % w/w 0.02 0.02 0.05 0.01 0.00 0.06 0.05 < L0Q <L0Q
Residual KPT-459 by LC/MS < 40 ppm <40 <40 <40 <40 <40 <40 ND <5 <5
Residual KPT-534 by LC/MS < 40 ppm N/a N/a N/a N/a N/a N/a ND ND ND
Residual KPT-548 by LC/MS < 40 ppm N/a N/a N/a N/a N/a N/a ND <5 <5
Microbial limit tests
TAMC < 1000 CFU/g Comply Comply Comply Complv Complv
TYMC <100 CFU/g Comply Comply Comply Comply Comply
Specified microorganism
Staphyloccocus aureus Absence Comply Comply Comply Comply Comply
- Escherichia coli Absence Comply Comply Comply Comply Comply
Pseudomonas aeruginosa Absence Comply Comply Comply Comply Comply
- Salmonella Absence Comply Comply Comply Comply Comply

ND: Not detected

NQ: Not quantifiable

LOQ = Limit of quantification =0,05%

Nfa:Not applicable

*Protocol revised to include XRPD at T30M
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Exhibit A

ICH stability Batch number 27001373 Stability Condition Reason Protocol number Packaging
UouDIa LUPE Dag inside a
Item 2001063 Pilot batch 25°C-60 % RH 3rd batch PS 212.070 Ed 03 heat sealed foil pouch inside
An HOPF dom,
Analysis Specifications \ Time points To Ta Te. Ta. Ty Tia Toa Tag Tag Tas_ Teo.
Appearance White to off-white powder white vhite powder white white white white white white white white
nowder. powder gowder nowder nowder. nowder. powder powder gowder
Identification by UPLC ReErasn ti::nsdaar?;:s e Comply Comply Comply Comply Comply Comply Comply Comply Comply
XRPD C°"es"°"‘(’tsotr‘r’nt2f iR N/A N/A N/A N/A N/A N/A N/A Complies* | Comply Comply
Assay by UPLC 97.0-102.0 f’a‘;”ii w anhydrous 100.8 99.8 100.2 100.4 100.0 99.4 98.0 99.2 99.4
Assay by UPLC For information (%w/w as is) 100.7 99.8 100.2 100.3 100.0 99.3 98.0 99.2 99.4
Individual impurities
KPT-375 <0,15 % w/w ND ND ND ND 0.09 ND ND ND ND
KPT-454 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-453 <0.15% w/w ND ND ND ND <L0Q ND ND ND ND
KPT-452 <0.15 % wfw ND ND ND ND ND ND ND ND ND
KPT-479 <0.15% w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-509 <015% w/iw N/a N/a N/a N/a N/a N/a ND ND ND
KPT-472 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
Any other individual impurity <0.10 % wfw ND ND ND ND ND ND ND < LOQ ND
Total impurity <1,5% w/w NQ NQ NQ NQ 0.09 NQ NQ NQ NQ
Water content by KF <2,0% w/w 0.03 0.01 0.04 0.01 0.01 0.05 0.07 < L0Q < L0Q
Residual KPT-459 by LC/MS <40 ppm <40 <40 <40 <40 <40 <40 <5 ND ND
Residual KPT-534 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a ND ND ND
Residual KPT-548 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a <5 <5 <5
Microbial limit tests
TAMC <1000 CFU/g Comply Comply Comply Comply Comply
TYMC <100 CFU/g_ Comply Comply Comply Comply Comply
Specified microorganism
Staphyloccocus aureus Absence Comply. Comply Comply Comply Comply
- Escherichia coli Absence Comply. Comply. Comply Comply Comply
- Pseudomonas aeruginosa Absence Comply Comply. Comply Comply Comply
- Salmonella Absence Comply Comply, Comply Comply Comply

ND: Not detected

NQ: Not quantifiable

LOQ: Limit of quantification = 0,05 %

N/aNot apricable

*Protocol revised to include XRPD at T30M
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Exhibit A

ICH stability Batch number 27001383 Stability Condition Reason Protocol number Packaging
Double LDPE bag inside a
Iltem 2001083 Pilot batch 25°C-60 % RH 4" patch PS 212.071 Ed 02 heat sealed foil pouch inside
an HDPE drum
Analysis Specifications \ Time points To T, Te Ts Tio Tia Toa Tag Tas Teo
Appearance White to off-white powder white white powder white white white white white white white
powder powder powder powder powder powder powder powder
Identification by UPLC Retention ti;::n?ar:;:s LS Comply Comply Comply Comply Comply Comply Comply Comply Comply
XRPD correSpon?fso:?nt:T reference N/A N/A N/A N/A N/A N/A N/A Comply Comply
Assay by UPLC AR ga‘s”:i w anhydrous 98.9 99.1 100.1 98.4 99.9 99.1 98.0 98.7 99.9
Assay by UPLC For information (%w/w as is) 98.8 99.1 100.1 98.2 99.9 99.1 98.0 98.7 99.9
Individual impurities
KPT-375 <0,15 % w/w 0.05 ND ND ND ND ND ND ND ND
KPT-454 £0.15% w/w ND ND ND ND ND ND ND ND ND
KPT-453 £0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-452 <0.15 % w/w ND ND ND ND ND ND ND ND ND
KPT-479 £0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-509 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
KPT-472 <0.15 % w/w N/a N/a N/a N/a N/a N/a ND ND ND
Any other individual impurity <0.10 % w/w ND ND ND ND ND ND ND < LOQ ND
Total impurity <1,5% w/w 0.05 NQ NQ NQ NQ NQ NQ NQ NQ
Water content by KF <£2,0% w/w 0.05 0.05 0.04 0.02 0.07 0.05 0.04 < L0Q < LOQ
Residual KPT-459 by LC/MS <40 ppm <40 <40 <40 <40 <40 <40 <5 ND ND
Residual KPT-534 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a ND ND ND
Residual KPT-548 by LC/MS <40 ppm N/a N/a N/a N/a N/a N/a <5 ND ND
Microbial limit tests
TAMC <1000 CFU/g Comply Comply Comply Comply Comply
- TYMC <100 CFU/g Comply Comply Comply Comply Comply
Specified microorganism
Staphyloccocus aureus Absence Comply Comply Comply Comply Comply
- Escherichia coli Absence Comply Comply Comply Comply Comply
Pseudomonas aeruginosa Absence Comply Comply Comply Comply Comply
- Salmonella Absence Comply Comply Comply Comply Comply

ND: Not detected

NQ: Not quantifiable

LOQ: Limit of quantification = 0,05 %

N/a: Not applicable
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