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RODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 1

Lot Number: 240860AA-1 Date: 11/22/24
Aalto Part quber: 21456

Audit Lot Number: 07101-1

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 13.9 pg/mL
by Biomerieux, VIDAS

Microbial Growth <100 CFU/mL
48 hours @ 37 °C

Reconstim_t_e:_j -Stability <15 % loss
48 hours @ 2-8°C

RECOMMENDED STORAGE: 2-8 °oC

Aalto Scientific, Ltd. certifies that all individual human Plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCYV,

Compiled by: '}P: ;M % Date: f!{/ﬂ Rl/ﬁ@/

Reviewed by: @ Date: || /&(g{&‘{

Rev: (New)

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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RODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 2

Lot Number: 240860AA-2

Aalto Part.Number:
Audit Lot.ﬁ;l;ber:
Audit Part Number:
Date of Manufacture:

Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstitut’éd%'tability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Aalto Scientific, Ltd. certifies that all individual human
tested by FDA approved methods and found to be nonr

Compiled by: "{:92“) s /,;: (/ ‘”;Z%)(Zéch

Reviewed by: ‘@

Date: 11/22/24
21457
07101-2
K853M-20
10/21/24
2025-12-21

0.5 mL

26.9 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

plasma donor units used to manufacture this lot were
eactive for HBsAG, HIV-1, HIV-2, and HCY.

z‘z;//?‘;ar/gd/

Rev: (New)
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CAUTION: FOR MANUFACTURING, PROCESSIN G, OR REPACKING
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 3

Lot Number: 240860AA-3 Date: 11/22/24
Aalto Part Number: 21458

Audit Lot Niiiiber: 07101-3

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 42.3 pg/mL
by Biomerieux, VIDAS

Microbial Growth <100 CFU/mL
48 hours @-37-°C

Reconstituted Stability <15 % loss
48 hours @2Z-8°C

RECOMMENDED STORAGE: 2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCV.

-7 ; .
Compiled by: / of 4%“/“ / LW“E’Q , Date: ] // Rz /2
Reviewed by: ﬂ@ Date: (| [¢.[a¢
Rev: (New) '

CAUTION: FOR MAN UFACTURING, PROCESSING, OR REPACKING
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PRODUCT QUALITY ASSURANCE REPORT

" Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 4

Lot Number: 240860AA-4 Date: 11/22/24
Aalto Part Number: 21459

Audit Lot Number: 07101-4

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 46.6 pg/mL
by Biomerieullx, VIDAS

Microbial Growth <100 CFU/mL
48 hours @ 37 °C

Reconstituted Stability <15 % loss

48 hours @ 2-8°C

RECOMMENDED STORAGE: 2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot werc
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCYV,

Compiled by: /‘% 7%;%&%&&!@«. Date: / // 2 :9-{ / 24

Reviewed by: @ Date: 1\ l Ao [+

Rev: (New)

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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l)

RODUCT QU

ALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 5

Lot Number: 240860AA-5

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Aalto Scientific, Ltd. certifies that all individual human
tested by FDA approved mcthods and found to be nonr

Compiled by: PAY; Ll :Zé)/'-é__

Reviewed by: ’444-@

Date: 11/22/24
21460
07101-5
K853M-20
10/21/24
2025-12-21

0.5 mL

60.1 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

plasma donor units used to manufacture this lot were
active for HBsAG, HIV-1, HIV-2, and HCYV,.

Date: !i/,»?{%/ﬂq

Rev: ( New )
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CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 6

Lot Number: 240860AA-6 Date: 11/22/24
Aalto Part Nuﬂber: 21461

Audit Lot Nufiber- 07101-6

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 70.1 pg/mL
by Biomerieux, VIDAS

Microbial Growth <100 CFU/mL
48 hours @ 37 °C

Reconstituted Stability <15 % loss

48 hours @ 2-8°C

RECOMMENDED STORAGE: 2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCY,

7
Compiled by: %A,ﬁﬁ{' ‘%% Date: )/ )22/ 2¢
K ; 7 7
Reviewed by: M Date: |{[2¢fa
Rev: (New) '

CAUTION: FOR MAN UFACTURING, PROCESSING, OR REPACKING
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RODUCT QUALITY ASSURANCE

Form No: 192
Rev No: 002

REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 7

Lot Number: 240860AA-7

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:

Expiration Date:

RECONSTITUTION with deionized water:

GFAP SR
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Aalto Scientific, Ltd. certifies that all individual human

Date: 11/22/24
21462
07101-7
K853M-20
10/21/24
2025-12-21

0.5 mL

84.5 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

plasma donor units used to manufacture this lot were

tested by FDA approved methods and found to be nonreactive for HBsSAG, HIV-1, HIV-2, and HCV,

Compiled by: —Lfijt/z XL /7 %ﬁ{ﬂ/&_

Reviewed by: M Z

[1/z 2 /24
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Rev: (New)

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 8

Lot Number: 240860AA-8

Aalto Part Number:
Audit Lot:Number:
Audit Part Number:
Date of Manufacture:
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @-2-8°C

RECOMMENDED STORAGE:

wiy

Date: 11/22/24
21463
07101-8
K353M-20
10/21/24
2025-12-21

0.5 mL

99.5 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsSAG, HIV-1, HIV-2, and HCV,

o
Compiled by: Y /Aﬁ" Ll \%CZ{‘L"\\
Reviewed by: y@

Rev: (New)

Date: | lf/é?a,./,z ¢f
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 9

Lot Number:.240860A A -9 Date: 11/22/24
Aalto Part Number: 21464

Audit Lot Number: 07101-9

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 108.6 pg/mL
by Biomeriew_(, VIDAS

Microbial Growth <100 CFU/mL
48 hours @.37°C

Reconstituted Stability <15 % loss
48 hours @-2-8°C

RECOMMENDED STORAGE: 2-8 oC

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCYV.

. 7 j 7 < . 7
Compiled by: 4 i A.L/}f,(__d ?Zé) A2 Date: i('f/é?ﬂ/zﬁ'—j
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Reviewed by: Date:_tﬁﬁ{%’-‘
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Rev: (New )

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING



CONFIDENTIAL

s FORM 192
CERTIFICATE OF ANALYSIS (SOP Q-0091) Page 2 of 2

PRODUCT QUALITY ASSURANCE

Form No: 192
Rev No: 002

REPORT

—-~Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 10

Lot Number: 240860AA-10

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

™

Aalto Scientific, Ltd. certifies that all individual human

Date: 11/22/24
21465
07101-10
K853M-20
10/21/24
2025-12-21

0.5 mL

114.1 pg/mlL

<100 CFU/mL

<15 % loss

2-8 °C

plasma donor units used to manufacture this lot were

tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCY,

" ?
Compiled by: iZ':z{o i “:’Z?[M{%A\,

Reviewed by: --@

Rev: (New)

Date: J/ b, ﬂ/ﬂ <f
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CAUTION: FOR MAN UFACTURING, PROCESSING, OR REPACKING
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 11

Lot Numbgg'_:_ 240860AA-11 Date: 11/22/24
Aalto Part Number: 21466

Audit Lot Number: 07101-11

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP 141.3 pg/mL
by Biomerieux, VIDAS

Microbial Growth <100 CFU/mL
48 hours @278C

Reconstituted Stability <15 % loss

48 hours @ 2-8°C

RECOMMENDED STORAGE: 2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCY,

. > ; '
Compiled by: LE’ /“/fv@ %ﬁ'«{{;&# Date: // / 2 W.‘Z‘;‘f’
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Reviewed by: w Date: il / 9[0/ 2
Rev: (New)

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKIN G
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RODUCT QUALITY ASSURANCE REPORT

Form No: 192
Rev No: 002

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 12

Lot Number: 240860AA-12

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:
Expiration Date:

RECONS"E%%TION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

-

Aalto Scientific, Ltd. c_e;ﬁﬁes that all individual human

Date: 11/22/24
21467
07101-12
K853M-20
10/21/24
2025-12-21

0.5 mL

148.3 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

plasma donor units used to manufacture this lot were

tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCV.

9 |
Compiled by: __ "R 2 7 s

Reviewed by: /é@

Rev: (New)

Date: /‘/,/,9\ %/24
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CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 13

Lot Number: 240860AA-13

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

S

Date: 11/22/24
21468
07101-13
K853M-20
10/21/24
2025-12-21
0.5 mL

159.8 pg/mL

<100 CFU/mL

<15 % loss

2-8 °oC

Aalto Scientific, Ltd. c_ta-lgﬁ}‘ies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCY.

Compiled by:

Date:  / }; / -3 '1:/ 2¢f

Reviewed by: 9‘4@

Rev: (New )
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RODUCT QUALITY ASSURANCE REPORT

Form No: 192
Rev No: 002

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 14

Lot Number: 240860AA-14

Aalto Part Number:
Audit Lo_ti‘{ggnber:
Audit Part Number:
Date of Manufacture:
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieu)i{2 VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2.8°C

RECOMMENDED STORAGE:

Date: 11/22/24
21469
07101-14
K853M-20
10/21/24
2025-12-21

0.5 mL

173.1 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to pe nonreactive for HBsAG, HIV-1, HIV-2, and HCYV,

Compiled by: “@7 wdool Qoo

Date: “1-2222&‘

W ae/ay

Rev: (New )

CAUTION: FOR MAN UFACTURING, PROCESSING, OR REPACKING
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PRODUCT QUALITY ASSU

CONFIDENTIAL Form No: 192

FORM 192 Rev No: 002
Page 2 of 2

RANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 15

Lot Number: 240860AA-15
Aalto Part Number:

Audit Lot Number:

Audit Part Number:

Date of Marufacture:
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37°C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENMNDED STORAGE:

Date: 11/22/24
21470
07101-15
K853M-20
10/21/24
2025-12-21

0.5 mL

183.9 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

Aalto Scientific, Ltd. certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCY.

Compiled by: ‘_‘?{2 A Y/ W4 L-;é/p{’:,é’-\:h_

Reviewed by: \_@

Rev: (New)

Date: {/ ”7"?‘;/ 2¢f

Date:___ [3e/a3¥

CAUII_.(_)N: FOR MANUFACTURIN G, PROCESSING, OR REPACKING
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l)

RODUCT QUALITY ASSURANCE REPORT

.. Method Val FD GFAP bioMerienx VIDAS TBI (GFAP) Level 16

Lot Number: 240860AA-16

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:

Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Date: 11/22/24
21471
07101-16
K853M-20
10/21/24
2025-12-21

0.5 mL

211.7 pg/mL

<100 CFU/mL.,

<15 % loss

2-8 °C

Aalto Scientific, Ltd. ceﬁfﬁes that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCYV,
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Compiled by: B2 40 Dhsen
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Reviewed by: /‘é@
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Rev: (New) o

Date: U l'@(gt Q{t

CAUTION: FOR MAN UFACTURING, PROCESSING, OR REPACKING
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ALITY ASSURANCE REPORT

I)

RODUCT QU

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 17

Lot Number: 240860AA-17 Date: 11/2724
Aalto Part-Number: 21472

Audit Lot Number: 07101-17

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Date: 2025-12-21
RECONSTITUTION with deionized water: 0.5 mL
GFAP o 219.2 pg/mL
by Biomerieux, VIDAS

Microbial Growth <100 CFU/mL
48 hours @ 37 °C

Reconstltuted"Stablllty <15 % loss

48 hours @ 2-8°C

RECOMMENDED STORAGE: 2-8 °C

. . &>
. V) I_ » 4 - 4
Reviewed by: "é@ ; D Date: (/a1 =i

Rev: (New)

CAUTION: FOR MANUFACTURING, PROCESSING, OR REPACKING
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RODUCT QUALITY ASSURANCE REPORT

Form No: 192
Rev No: 002

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 18

Lot Number: 240860AA-18

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture:

Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Date: 11/27/24
21473
07101-18
K353M-20
10/21/24
2025-12-21

0.5 mL

228.1 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

Aalto Scientific, Ltd, certifies that all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBsAG, HIV-1, HIV-2, and HCV.

Compiled by: ‘:ﬁgvﬁﬂ%

Reviewed by: ﬂé@

Rev: (New)
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 19

Lot Number: 240860AA-19 Date: 11/22/24
Aalto Part Number: 21474

Audit Lot Number: 07101-19

Audit Part Number: K853M-20

Date of Manufacture: 10/21/24
Expiration Dite: 2025-12-21
‘ RECONSTITUTION with deionized water: 0.5 mL
GFAP 241.5 pg/mL
by Biomerieu:x, VIDAS

Micrebial Growth <100 CFU/mL
48 hours @ 37°C

Reconstituted Stability <15 % loss
48 hours @ 2-8°C

il
RECOMMENDED STORAGE: 2-8 oC

. 2. -
Compiled by: % udo ¥ p L‘Zzé{haw Date:_ j/ Z,«?R-/;{tf
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Reviewed by: @ Date:__(1/ QO/ 2Y
Rev: (New) T '
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PRODUCT QUALITY ASSURANCE REPORT

Method Val FD GFAP bioMerieux VIDAS TBI (GFAP) Level 20

Lot Number: 240860A A-20

Aalto Part Number:
Audit Lot Number:
Audit Part Number:
Date of Manufacture;
Expiration Date:

RECONSTITUTION with deionized water:

GFAP
by Biomerieux, VIDAS

Microbial Growth
48 hours @ 37 °C

Reconstituted Stability
48 hours @ 2-8°C

RECOMMENDED STORAGE:

Date: 11/22/24
21475
07101-20
K853M-20
10/21/24
2025-12-21

0.5 mL

265.4 pg/mL

<100 CFU/mL

<15 % loss

2-8 °C

Aalto Scientific, Ltd. certifies that aj] individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to be nonreactive for HBSAG, HIV-1, HIV-2, and HCY,
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