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Figure 13
ThermolFisher
SCIENTIFIC
CERTIFICATE CF TESTING

Material Description: 25:75 GFB-887 HPMCAS-M 5Dl
FPatheon Lot # 0-18-078

Date of Manufacture: 12Decd018

Expiration/Review Date: NA

Storage: room Temperature
Certificate Rev # 1
Page: 1of8

Note: Containg a new drug for investigational use only in laboratory research animals, or for
in vitro fests. Not for use in humans.

Test Pmceﬁu;& L.NB Re%% s pﬁﬁ”%tﬁ Result
A f AM-0002/ Report Results {ff-white, tannish powder
idppff‘ai‘%‘ (38-852-40 vi : , 1annish p
eptification , | Y%Agreemen
(HPLE, Relertion [PN-0240 (Draty Corpared 10 100%
ime Comparsion) (38-852-13  |Reference Standard
Assay DM-0240 (Draft)| Report Resulls 04 59
(HPLC) (8-852-13 (i) Rk
RRET Y%Peak Area
.34 0.20
0.36 0.08
.37 <0.05
0.38 <0.05
(.56 <0.05
0.65 <0.05
.68 <0.05
Individual Impurities , , 0.72 0.08
and DM-0240 (Drafty/ Repori Results 0.80 0.05
Related Substances | $8-852-13 (% peak area) 0.65 0.39
(HPLC) 0.91 <0.05
1.02 0.08
05 0.05
0 <0.05
113 <0.05
1.44 <(.05
1.47 0.08
1.50 <(.05
1.58 <0.05
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Figure 13 (cont.)

ThermelFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: 2575 GFB-887 HPMCAS-M SDI
Patheon Lot # D-18-078

Date of Manufacture: 12Dec2018

Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev #: 1
Page: 20fB

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Not for use in humans.

Test Pmaeﬁg;@'LNB Ré%e %ﬁ% s Result

Totel impurities  1DM-0240 (Draft)/| Report Resuits 20.05% 1.01%

(HPLC) (36-852-13 (%hares) s
Water Content | AN-0233 (Drafl)l  Report Resut ‘

(KF) %%%’ggé i (wi%) 0.20%
Residual Solvent (GG} ant.0021/ | 2. NMT 660 PPM o Not Detected
8 DCloOMENans | - 3.852.49 | b.NMT 3000 PPM | b Not Detected

| DM-0046 =03°C42° (::
Thermal analysis| (JSp<8015/
(MDSC) 8 85230 Report Resulis %ee Figure 1)
o DM-0044 Smal diffraction Sgak observed
Crystalfinity (XRPD)  USP<841>/ Report Results _at s’
(3R-852-38 (See Figure 2}
Particle size Distbution|  DM-0166 Report the average d10-8.3
by Laser Lignt | USP<429p=4) results Tor DViOOVS0] b0~ 250 i
Diffraction (8-852-50 Bvalin um d90- 838.5 pum
Particle Morphology | USP<1181>/ :
(SEM) GO-850-48 Report Results See Figure 3
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Figure 13 (cont.)

ThermelFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: 2575 GFB-887 HPMCAS-M 8D
Patheon Lot # D-18-078

Date of Manufacture: 12Dec2018

Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev # 1
Page: 3ofé

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vifro tests. Not for use in humans.
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Figure 13 (cont.)

Therme[Fisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: 2575 GFB-887:HPMCAS-M SDI
Patheon Lot #: D-18-078

Date of Manufactura: 12Dsc2018

Expiration/Review Date: NA

Storage: room Temperature
Certificate Rev #: 1
Page: 4of6

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Not for use in humans.

190004 — GFB-887 AP, (Lot AUS313-058P1)
1 — 2575 GFB-887 HPMCAS-M SDI (Lot: D-18-078)

Co 2 P2 oS o LI~ 00

DI ST L OOLL
DI

10 | 20 | 30 | 40
2Theta {Coupled TwoTheta/Theta) WL=1.54060
Figure 2. XRPD of 25:75 GFB-887: HPMCAS-M SD {Lot: D-18-878)
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Figure 13 (cont.)

ThermeFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: 2575 GFB-887:HPMCAS-M SDI
Patheon Lot #: D-18-078

Date of Manufactura: 12Dsc2018

Expiration/Review Date: NA

Storage: room Temperature
Certificate Rev #: 1
Page: S50f6

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Not for use in humans.

Mag |Spot| HV |Det| WD |1227/2018 — 50.0ym —
1500x | 3.0 [30.0kV [ETD|10.8mm | 4:53:23PM [25:75 GFR*887-HPMCAS-M SDI | 1

Figure 3. SEM of 25:75 GFB-887: HPMCAS-M §Df (Lot: D-18-078)
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Figure 13 (cont.)

ThermeFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: 2575 GFB-887:HPMCAS-M SDI
Patheon Lot #: D-18-078

Date of Manufactura: 12Dsc2018

Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev #: 1
Page: G6ofb

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Not for use in humans.
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Figure 19 (cont.)
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Figure 22 (cont.)
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Figure 27
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Figure 33

Material Deascription: GFB-887 Tablets, 20mg
Patheon Lot #: (38-854-34

Date of Manufacture: 120ec2018
Expiration/Review Date: NA

CERTIFICATE OF TESTING Therme[Fisher

SCIENTIFIC

Storage: Room Temperature
Certificate Rev # 2
RPage: Tof3

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Notfor use in humans.

Procedure/LNB Acceptance
Test Ref. = Cgstirsa - .
AM-000%/ White ()() -white to fig A .
Dears 2 Aot . bicwn (:] Eﬁdar G4 “;dJ Si‘vaﬁ\'ex {)Va! tab;e:, ()ffw’\!?‘:if@
Appearance (Visual) (8-836-32 coa;%ex ;b!;e G?nay i,,; may | and slightly mottled
not ke mottle
identification X rafty/ | The rete ntion time of sample
(HPLC, Retention AMG%% 326{%5 f"}' conforms to the reieremep Conforms to Reference - 100%
Time Comparsion) ) standard
Assay (HPLC) Al 9230 (X&) 90.0% - 10.0% Lebel Cie 0370,
bl O N i)
Total impurities DL Pttt
a"ld Relatad AM-0236 (Dralty | . o o)
Substances (HPLO) ce-0a5.06 | So-V%{% aree) 0.81%
Repﬂr Reaui*fs (RRT RRT % Peak
and area) Arga
IndvidualIrpurifes " ST | p18%
and Related imdividual Specified b[g?aqg TR
Substances (HPLCH impurities or Related 0.10%
T
y AM-0236 (Drafty/ -9815-IM ea 0.37 05%
& Endava_d{uaii (38-936-26 / RRT 0.35) <0.2% 0.38 <{ 5%
Specified R%EF%% é}fmpﬁ Peak 2 058 T Ow
el : <0.5%

y AL 0.80 <G.05%
Réiated - RRT 1. 48 <0.3% 0.4 0.05%
Substances b. 02 OCSo

Individual Unspecified La4d <C.08%
Impirities or Related 1 50 <0.05%
Substances: <0.2% T g <G.05%
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Figure 33 (cont.)
Thermerisher
CERTIFICATE OF TESTING

Material Description: GFB-887 Tablets, 20mg
Patheon Lot #: (G8-854-34

Date of Manufaciure: 12Dec2018
Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev #: i
Page: 2of3

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Notfor use in humans.

Test Procedure/LNB Ref| Acceptance Criteria Result
ot 1w & oritart Mean % LC| AV
Uniformity of AM-0238 (D;%ﬁy Meet USP <G05>criteria Begning 950 57
Dosage (HPLe| ~ USP<g0S/  |(Reportacceptance  Fpeme—org 15
s | G8-936-50 Value [AV]) o B2 45
Timepoint[Dissolved|q,
( mE)n} 5 |RSD
, 5 15 13
AM-0235 (Draft) | Report Results 10 33 22
Dissolution USP<T115/ {Average and %RSD of 15 48 11
(8-936-38 %Dissolved at sach ime |30 7 4
point} 45 84 3
g 9 2
75 96 3
Water Content | AM-0233 (Drafty/ ,
(KF) USP<aR1>/  |NMT 7% (wi%) 1.54%
(538-936-30
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Figure 33 (cont.)

ThermeFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: GFB-887 Tablets, 20mg
Patheon Lot #: (G8-854-34

Date of Manufaciure: 12Dec2018
Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev #: i
Page: Jof3

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Notfor use in humans.

Revision History:

Reavision # {hange Date
a0 New document (08Mar2019
01 |Omit RRT 1.76 SSF peak| 14May2019
02 Update SEM Figure Title | 09May2019

Ashley Moon
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document
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document
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Figure 34

Material Description:

Patheon Lot #:

Date of Manufaciure:
Expiration/Review Date:

Storage:
Certificate Rev #:
Page:

53/55

CERTIFICATE OF TESTING

GFB-887 Tablets, 100mg

G8-854-36

NA

120802018

Room Tempsrature

2
10f3

PCT/US2020/027673

ThermeFisher

SCIENTIFIC

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Notfor use in humans.

Test

Procedure/LNB
Ref,

Acceptance
Criteria

Result

Appearance(Visual)

AM-0002/
(38-836-32

White to off-white o light
brown standard round
convex fablel; may or may
not be meitied

Biconvex oval tablet, off-white
and slightly motiled

{dentification
HPLC, Retention
ime Comparsion)

AM-0236 {Drafty/
(GB8-836-26

The retention time of ample
conforms fo the reference
standard

Conforms to Reference - 100%

Assay (HPLC) AM-0236 {Draft/ | 96 09-110.0% Label Claim 99.2%
GR-836-26
Total Impurities 2 ;
and Related AM-0238 (Drafty/ <3.0%(% area) .
Substances (HPLC) (58-936-26 0.81%
Report Results (RRT RRT erak
and % area) — rea
Individual Impurities a GDF?G;'&;PBV{M 0.18%
and Related individual Specified ngf‘gg,{ﬁgwﬁm
Substances (HPLC) g&%ﬁﬁfgg Related Deak 7 0.36 061 f:-%
AM-0236 (Drafty | GDF-9815-IMP1 Peak 1 0.37 <0.05%
a. Individual s z'zé o | (RRT 0.35): <0.0% 058 <0.05%
Snecified T . DF-8815-1MP1 Peak 2 QS@ <0.05%
PELHEE (RRT 0.36): <0.5% : et
Impurities %%RT G.40:'<0.2% 0.66 <{.05%
N GDF-9815-MP4 0.80 <0.05%
b. Individual (RRT 0.85% <1.0% GDF-0815-IMP4-
arerifie: RRT 1.02:'<0.2% AT O | 040%
Unspecified RRT 1.10: <0.2% 0.85
Irpurities or RRT 1.48: 20.3% 0.4 0.08%
Redated b. 1.02 0.08%
Substances individual Unspecified 1.44 <(.05%
Impirities or Relaled 450 <0.05%
Substances: <0.2% 159 <0.05%
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Figure 34 (cont.)

Material Description:

Patheon Lot #:

Date of Manufaciure:
Expiration/Review Date:

Storage:

Certificate Rev #

Page:

CERTIFICATE OF TESTING

GFB-887 Tablets, 100mg

G8-854-36

NA

120802018

Room Tempsrature

2
20f3

PCT/US2020/027673

ThermeFisher

SCIENTIFIC

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Notfor use in humans.

Test Procedure/LNB Ref| Acceptance Criteria Rasuit
. Y Q o Mean % LC| AV
Uniformity of AM-0238 Q;‘_)m,ﬁ)_, Meet USF<005>criteria Begrming| . 989 |20
Dosage (HPLC)|  USP<905>/ [Reportacceptance  —orre—or 177
9 6893650 | Value [AV]) % 35417
Timepoint[Dissolved|y,
( mﬁﬁ 5 |eRSD
. 5 15 8
AM-0235 (Drafty  [Report Resuits 10 28 7
Dissolution USP<T 115/ {Average and %RSD 15 44 8
(38-936-38 of YDissolved at each ig é <
; nh & £
time point} 50 o 5
75 96 2
Water Content [ AM-0233 (Drafty/ ,
(KF) USP<g2i>/  |NMT 7% (wih) 1.47%
(38-936-30
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Figure 34 (cont.)

ThermelFisher

SCIENTIFIC

CERTIFICATE OF TESTING

Material Description: GFB-887 Tablets, 100mg
Patheon Lot # (38-854-36

Date of Manufacture: 120802018
Expiration/Review Date: NA

Storage: Room Temperature
Certificate Rev # 2
Page: Jofd

Note: Contains a new drug for investigational use only in laboratory research animals, or for
in vitro tests. Not for use in humans.
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