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CLAIMS

1. A pharmaceutical formulation_suitable for injection, comprising a salt of a

dimethyltryptamine compound optionally substituted with deuterium and optionally
substituted at position 4 or 5 with acetoxy or methoxy or position 4 with monohydrogen
phosphate; a buffer which is separate to the salt; and water, wherein the formulation
has a pH of about 3.5 to about 6.5 and an osmolality of about 250 to about 350

mOsm/Kg.

42. The formulation of claim 1-erelaim-2, wherein the pH is from about 3.75 to
about 5.75.

5.3.  The formulation of claim 1-er<laim-2, wherein the pH is from about 3.75 to
about 4.25.

64. The formulation of any-ene-efelaimsclaim 1-+e-5, wherein the formulation has
an osmolality of about 275 to about 325 mOsm/Kg.

5. The formulation of any-ene-efelaimsclaim 14e-6, wherein the salt of the
dimethyltryptamine compound comprises a Bransted acid having a pKa of from about 3

to about 5 and a compound of Formula I:

Formula |

wherein:
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R* and R® are both H and each *H and each YH is independently
selected from H and D, or

one of R* and R® is H and the other is acetoxy or methoxy, each YH is H
and each *H is independently selected from H and D, or

the salt comprises a compound of Formula | wherein R* is
monohydrogen phosphate, R® is H and each YH and each *H is H.

86. The formulation of claim %5, wherein
(i) R* and R® are both H-; or

9. The formulation-of claim-7-wherein-(ii) R* is acetoxy and R®
is H-; or

10— The-formulation-ofclaim-7Zwherein-(iii) R*is Hand R®%is
methoxy.

117. The formulation of any-ene-ef-claimsclaim 1-to-8, wherein the optionally
substituted dimethyltryptamine compound is dimethyltryptamine.

128. The formulation of any-ene-of-claimsclaim 1-te-14, wherein the salt is of an
optionally substituted dimethyltryptamine compound and an acid selected from the
group consisting of fumaric acid, tartaric acid, citric acid, acetic acid, lactic acid and
gluconic acid-

139. The formulation of claim 121, wherein the salt is of an optionally substituted

dimethyltryptamine compound and wherein the acid is fumaric acid.

4410. The formulation of any-enre-of-claimsclaim 1-to13-comprising-a-drug-substanece
which-comprises, wherein the salt of the dimethyltryptamine compound athas a purity

of greater than or equal to 99% when measured by HPLC.

1511. The formulation of ary-ene-efclaims3-to-44claim 1, wherein the concentration
of the optionally substituted dimethyltryptamine is about 2.5 mg/mL.

1612. The formulation of any-oneefclaims1to 15 whereinthe buffer comprisesan



10

15

20

25

30

35

64

17— Thefermulation-ef-claim 161, wherein the buffer comprises sodium acetate and
acetic acid, or potassium acetate and acetic acid.

18—-13. The formulation of any-ene-efelaimsclaim 1-+e-17, further comprising a

tonicity agent.

14. The formulation of claim 13, wherein the fermulation-comprises-the-buffer
intonicity agent is sodium chloride at a concentration of about #5120 mM to about
75140 mM.

19
15. The formulation of any-ene-ofelaimsclaim 1+te-18,wherein-theformulationfurther

20— Theformulation-ef-any-one-of claims-—1-t0-19, wherein the formulation consists

essentially of the salt, the buffer, water, and optionally a tonicity agent.

23. The formulation of claim 221, wherein the formulation cemprises-sedivm-chlorideat
a-concentrationof about 120 mM-toabout 140-mM-

24— Theformulation-of-any-one-of-claims—11o0-23;-havinghas an oxygen content of

less than 2ppm.

26— Akit-17. The pharmaceutical formulation suitable for preparinga

formulation-ofany-oneofclaims1to-25,said kitinjection of claim 1, comprising-:
a salt of-a dimethyltryptamine compound optionally substituted with

deuterium and optionally substituted at position 4 or 5 with acetoxy or methoxy
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er-position 4 with monohydrogen phosphate;and-a-butferwhich-is-separate-to
the-salt:

a buffer which is separate to the salt; and

28.  The method of claim 27

wherein an-aguecus-solution-of-the bufferis contacted-with-the-salt;
wherein-the-agueous-selution-formulation has a pH as-defined-inany-one-of
claims—tof about 3.75 to about 6.5 and an osmolality of about 250 mOsm/Kg to
about 350 mOsm/Kg.

2918. The methedpharmaceutical formulation suitable for injection of claim 27-e+28;

a salt of a dimethyltryptamine infree-baseform-with-the-bufferwaterand

formulation-of-a-salt-ofa-dimethyliryptaminecompound optionally substituted with

deuterium-and-optionally-substituted-at pesition4-¢ vith-acetoxy-ormethoxy




10

15

20

25

30

36—A a buffer which is separate to the salt; and

water,

wherein the formulation has a pH of about 3.75 to about 6.5 and an

osmolality of about 250 mOsm/Kg to about 350 mOsm/Kg.

19. The formulation as-defined-in-any-one-of elaimsclaim 1+te-25-erthekitofclaim26for

diserderpH is selected-from the-group-consisting-ef-{}-an-obsessive-compulsive

it j about 4.0 to about 6.5.

40— The-methodofelaim-3920. The formulation of claim 5, wherein the psychiatric

erneurological-disorderpH is as-definedin-elaim-38-from about 4.0 to about 6.5.




