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CycloLab Ltd. is the producer of the first generic USP and EP-conform
Betadex Sulfobutyl Ether Sodium (SBECD = Dexolve™)
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« Significant solubility enhancement (10 to 100,000 fold)
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 Improvement of chemical stability

- Increased bioavailability, facilitated delivery

« Reduced aggregation \ a
- Moderate irritation or reduced side-effects oSosden WO s
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« Maximized patient safety, complete renal elimination T g i
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« Enables formulation of water-insoluble APIs in all dosage forms —_—
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« Lower API doses can be achieved
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There on the market and at least 150 further in
development in formulations containing including

Voriconazole (Vfend, Pfizer) « Mebendazol

Carfilzomib (Kyprolis, Amgen) « Topiramate

Amiodarone (Nexterone, Baxter) « Omeprazole

Ziprasidone (Geodon, Pfizer) « Clopidogrel

Maropitant (vet., Cerenia, Zoetis)  Docetaxel

Aripiprazole (Abilify, BMS) « Meloxicam

Posaconazole (Noxafil, MSD) « Allopregnanolone

Carbamazepine (Carnexiv, Lundbeck) « lohexol

Melphalan (Evomela, Spectrum) « Busulfan

Delafloxacin (Baxdela, Melinta) « Alphaxalone

Brexanolone (Zulresso, Sage) : -
Several other nitrogen containing
Remdesivir (Veklury, Gilead) APIs are in various clinical phases o

Fosphenytoin (Sesquient, Sedor) DEXOLVE ™
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Marketed drug products

containing SBECD

VFEND® (Pfizer)

Dexolve® » Sandoz generic

antifungal

intravenous

200 mg voriconazole / vial
3200 mg SBECD / vial
NDrug : NSBECD =1: 2.6

NDC 0781-3416-94

v° rico na zole Reconsfitute with 19 mL of Water for Injection fo give o
for Injection

200 mg/vial

R, only

Sterile Single Use Vial
For I.V. Infusion Only

A SANDOZ

Store at 20°-25°C (68°-77°F) [See USP Controlled
Room Temperature]. Reconstitution and Dilution:

dlear solution containing 10 mg/mL voriconazole
(extractable volume = 20 mL). Must be further diluted
before use. For oppropriate diluents and storoge
recommendations, refer fo prestribing informaion. Discard
unused portion,

FOR INTRAVENOUS ADMINISTRATION

With reconstitution each mL contains 10 mg voriconazole
and 160 mg sulfobutyl ether B-<yodextrin sodium (SBECD).

Finished drug product manufactured by:

Lek Phormaceuticals d.d, SHIS26, Liullianu, Slovenia

for Sandoz Inc, Princeton, NJ 08540 %
Product of India Rev. 04/2015

0781-3416-94 4
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LOT:/EXP:

1341694
oriconazole
or
Injection
200 mg/vial

Stesile Single Use Viol
For LV. lnfsion Oaly

Injection
R only m‘_ﬁ :_-'_—
vial i [
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PATENT EXPIRED: 2019 (US6632803)
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GEODON® IM

antipsychotic (anti-schizofrenic)

IR

intramuscular
Beodon” for Inleci;ﬂ‘

Qiprasidone mesylate)

o Intramascatar Use 00
STERILE

Single Dose Vial
Squrvalent B

20 mg ziprasidone (mesylate) / vial

SRR

294 mg SBECD / vial

NDrug : nSBECD =1:2.8

EXPECTED PATENT EXPIRY: May 7, 2021 (US6399777) N/\

H DEXOLVE ™
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NEXTERONE®

antiarrhythmic -— e
pexterons LTS

infusion .: l\: u |

150 / 360 mg amiodarone-HCI / inf. bag - ==

1500 / 3600 mg SBECD / inf. bag { ]

NnDrug : nSBECD =

EXPECTED PATENT EXPIRY: 2022 (US6869939)
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DEXOLVE™
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KYPROLIS®

anticancer (Multiple Myeloma)
intravenous

60 mg carfilzomib / vial

3000 mg SBECD / vial

NnDrug : nSBECD =

EXPECTED PATENT EXPIRY: 2025 (US7737112)

-

1 Single-Use Vial
NDC 76075-101-01
K prolls a
|Zﬂ mib) for Injec
60 mg/vial / - R
@ Single-use vial.
Discard unused portion. /
For Intraven
Administration Only
oY
R Only 0C 76075-101
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CERENIA™

www.vettozg.net

Cerenia™

canine and feline anti-nausea
subcutaneous injection

200 mg maropitant (citrate) / vial
1260 mg SBECD / vial L | | P ,'

NDrug : nSBECD =1: 1.4 H4CO NH

EXPECTED PATENT EXPIRY: 2026 (US8183230)

DEXOLVE™
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NOXAFIL®
antifungal

-—
intravenous

?(ox;f:l
300 mg posaconazole / vial ,;‘3:;’,*

iatel

6680 mg SBECD / vial

NnDrug : nSBECD = L
EXPECTED PATENT EXPIRY: 2032 (US9023790) O (L:>_J

N 0

DEXOLVE™
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ABILIFY® IM

1 Vial NDC 59148-016-65
antipsychotic (anti-schizofrenic) ABILIFY’
(aripiprazole)

INJECTION

Wi/

intramuscular

9,75 mg/1.3 mL
(7.5 mg/mL)

9.75 mg aripiprazole / vial e e

Single-use ﬁsd iner,
iscard any un
DDS?:’ Ready-to-Use Sold: gt

195 mg SBECD / vial | ey

e
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NnDrug : nSBECD =

Cl
EXPECTED PATENT EXPIRY: 2033 (US8999952) Cl

DEXOLVE™
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CARNEXIV®
antiepilepsy
intravenous
200 mg carbamazepine / vial Ca r nex“’““
(carbamazepine)injection
5000 mg SBECD / vial —
Continuity counts.
NnDrug : nSBECD =
EXPECTED PATENT EXPIRY: 2033 (US9770407) li j\ li
0”7 NH,

0

DEXOLVE™
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EVOMELA®

conditioning treatment prior to hematopoietic

progenitor (stem) cell transplantation

intravenous

50 mg melphalan / vial

2700 mg SBECD / vial

NDrug : nSBECD =

EXPECTED PATENT EXPIRY: no patent granted so

far, orphan drug exclusivity until 2023, US Patent
Appl: 14/108,169 (patent term: 2030 - expected)

cYcLo 5
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BAXDELA®

for the treatment of acute bacterial skin and skin

structure infections
intravenous
300 mg delafloxacin / vial
2400 mg SBECD / vial
NDrug : nSBECD =
EXPECTED PATENT EXPIRY: US Patent Appl:

15/042,886 (patent term: 2029 - expected) -
status: final rejection (27-11-2018, USPTO)

»
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“:Baxdela

(delafloxacin)i
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DEXOLVE™
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ZULRESSO®

for the treatment of

postpartum depression
intravenous infusion

25 mg brexanolone / vial
1250 mg SBECD / vial

NDrug : nNSBECD =1:7.4

EXPECTED PATENT EXPIRY: 2036 (US10246482)

CYCLO
A G}
B \ -2

PHARMACEUTICAL NEWS _JRUuitsini it v s

ZULRESSO (BREXANOLONE) IS THE FIRST DRUG APPROVED BY
THE FDA SPECIFICALLY FOR POSTPARTUM DEPRESSION (PPD)

\-..._.'I, R :\ __
Zulresso [Al,g%gff

Zulr r | i
ulresso {b_exano o?e}l sa Tl
gamma-aminobutyric acid A .
(GABAA) receptor positive 1-(3-Hydroxy-10,13-dimethyl-

i oL 2,3,4,5,67,8,9,11,12,14,15,16,17-
allosteric modulator indicated for )

tetradecahydro-1H-

the treatment of postpartum cyclopentala]phenanthren-17-
depression (PPD). yliethanone

DEXOLVE™
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Levosimendan

intravenous infusion

management of acutely
decompensated congestive

heart failure
12.5 mg levosimendan / vial

875 mg SBECD / vial*

NDrug : NSBECD =

EXPECTED PATENT EXPIRY: 2036
*Calculated data from Example 2 of WO2017077032 but exactly (WO2017077032, US10507179)

consisent with o
60.5 mg Na-content noted in the package insert of the product

DEXOLVE™
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VEKLURY® 100 mg concentrate for solution for infusion

treatment of coronavirus disease 2019 (COVID-19) in adults and

adolescents with pneumonia requiring supplemental oxygen
intravenous infusion
100 mg remdesivir + 6000 mg SBECD / vial

nDrug : nNSBECD =1:16.7

VEKLURY® 100 mg powder for concentrate for solution for
infusion

intravenous infusion
100 mg remdesivir + 3000 mg SBECD / vial
nDrug : nSBECD =1:8.3

EXPECTED PATENT EXPIRY: 2038 (W02019014247)

DEXOLVE™
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SESQUIENT

intravenous anticonvulsant 41 &5 SEDOR

75 mg fosphenytoin Na / ml

W /OH
100 mg SBECD / ml HO"o— o
v
(2 and 10 ml vials are available) 0 NH

NnDrug : nSBECD = 4 : 1* O O

EXPECTED PATENT EXPIRY:
expired (WO1998056422) o

DEXOLVE™

SBECD is used in substoichiometric amount applied

for chemical stabilization



DEXOLVE™
FOR IMPROVED PHARMACEUTICAL FORMULATIONS

COMPANY CONTACTS

CYCLOLAB CYCLODEXTRIN
RESEARCH & DEVELOPMENT
LABORATORY LTD.

Budapest, P.O. Box 435, H-1525 Hungary
Location: lllatos Ut 7., Budapest, H-1097- Hungary
Tel: (+36) 1-347-60-70

E-mail: info@cyclolab.hu

Web: http://www.cyclolab.hu

CONTACT PERSON

Zita Vincze
Sales Manager
E-mail: vincze@cyclolab.hu

Tel: (+36) 1-347-60-79

Zoltan Kovacs

Business Development Manager
E-mail: kovacs@cyclolab.hu
Tel: (+36) 20-323-2355
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