HYACYST

(Sodium Hyaluronate) 120mg/50ml Pre-Filled

Ready-To-Use Syringes

Sodium Hyaluronate
First Line GAG Replacement Therapy
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Hyacyst® 120 PFS is as effective as
combination GAG layer therapy (iAluRil®)'

. % APPROVED IN UK
~ & EU COUNTRIES Hyacyst® PFS - Proven

Effect for the treatment of
Intercystitial Cystitis &
Recurrent Baeterial Cystitis
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HYACYST

The Hyacyst® Pre-Filled Syringe range
offers convenience for you and your
patients

“We identified a group of patients successfully managed by
intravesical glycosaminoglycan (GAG) replacement therapy we
thought would benefit clinically and psychologically from self-
administration of their treatment. These patients were taught to
perform clean intermittent self-catheterisation, and subsequently
self-administer Hyacyst® (pre-filled Sodium Hyaluronate syringes).
This has proved to be successful and has empowered these patients
to manage their own symptoms within their home environment,

thus setting them free from the constraints os hospital based

clinical settings.”

Kay Willard, Urology Advanced Nurse Practitioner, University
Hospitals of North Midlands NHS Trust, UK

INTENDED USE OF HYACYST

- Interstitial cystitis
- Painful bladder syndrome
- Glycosaminoglycan (GAG) layer

deficiency

- Hemorrhagic cystitis

- Recurrent bacterial cystitis

- Radiation cystitis

- Chemotherapy induced Cystitis

HYACYST® 120 PFS

e Hyacyst® 120 PFS is as effective as combination
GAG layer therapy (IAlURil®)' in a convenient
syringe

e Higher concentration option when increased
replenishment of the GAG layer is required
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Hyacyst® 120mg PFS



Doses

Clinical comparison of intravesical Hyaluronic Acid and
Hyaluronic Acid-Chondroitin Sulphate therapy for patients
with Painful Bladder Syndrome/Interstitial Cystitis.’

In this published study, Hyacyst® 120mg was proven to be
as effective as combination treatment (IAlURil®) in reducing
symptoms in patients with IC/PBS."

Methods

53 patients with Painful Bladder Syndrome/Interstitial Cystitis
(PBS/IC) were randomised and treated with weekly instillations
of sodium hyaluronic acid (Hyacyst®) or combination of
hyaluronic acid-chondroitin sulphate therapy (iAlurRil®) during
the first month, followed by one instillation every 15 days in the
second month and once monthly during the third and fourth
months, for a total of 8 doses. Patients were evaluated using

a visual analogue pain scale (VAS), interstitial cystitis symptom
index (ICSl), interstitial cystitis problem index (ICPI), voiding diary
for 24-hour frequency/nocturia, cystometric bladder capacity
and mean voided volume at the beginning and at 6 months.

Results

The primary outcome VAS of pain decreased significantly at

6 months in both groups (p = 0.001). Secondary outcomes,
including 24-hour frequency/nocturia, ICSI and ICPS, decreased
significantly in both treatment arms (p < 0.05). Cystometric
bladder capacity and mean voided volume increased, yet these
results were not statistically significant (p > 0,05).

No statistically significant differences in primary and secondary
outcomes were seen between the two groups (p > 0.05).
(see Figure 1).

Dosing Regimen for Hyacyst®
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Figure 2. Recommended dosing regimen for Hyacyst®*

B Hyacyst® M iAlURI®

Primary Outcome
Visual Analogue Pain Scale

K
Initial visit . o

M 5
6 months o

Secondary Outcomes

Interstitial Cystitis
Symptom Index

16.2
156.2

Initial visit
[ ]

I

6 months r—

Interstitial Cystitis
Problem Index

o [ N 3.3

Initial visit e
I 5o
6 months .

24-Hour Frequency
Initial visi [ [REX
nitial visit .

6 monhs T 11 5
MoNS — 2

Nocturia

Inital visit M
nitial visit g

I3
6 months "BP

Mean Cystometric
Bladder Capacity (ml)

el visit M 255 2
HELVIST 015

6 ot T ¢
O 00 5

Mean Voided Volume (ml)

Inital visi I 5
nitial visit . /G

————
S months — 175 7

Figure 1. Pre-treatment and 6 months
findings of the patients treated with
Hyacyst® and iAIURIl® (n=53).



HYACYST

(Sodium Hyaluronate) 120mg/50ml Pre-
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Hyacyst® is indicated for the temporary replenishment of the
GAG layer in the following bladder conditions: Painful Bladder
Syndrome (PBS) / Interstitial Cystitis (IC), Recurrent Bacterial
Cystitis; Radiation Induced Cystitis, Haemorrhagic Cystitis and
Chemotherapy Induced Cystitis.®

* Hyacyst® PFS range is ideal for Self-Instillation at home

* Hyacyst® 120 PFS is as effetive as combination GAG layer
therapy (IAlURIil®)’

* Hyacyst® 120 PFS - Proven Effect for the treatment of
Intercystitial Cystitis & Recurrent Bacterial Cystitis
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HYACYST, ABBREVIATED PRESCRIBING INFORMATION
Refer to Package Information Leaflet

Active Ingredient (quantities, qualitative) Each pre-filled syringe contains a
sterile solution of highly purified Sodium Hyaluronate (120mg/50mis) of non-
animal origin. Presentation: Clear Solution for bladder instillation. Indication:

| Replenishment of deficient glycosaminoglycan (GAG) in the bladder. The GAG

layer lines the epithelium in the bladder. It acts as a protective barrier,
shielding the bladder wall from microorganisms, toxins

8. Akbay, E., Cayan, S., Kiling, C., Bozlu, M., Tek, M., & Efesoy, O. (2018). The
short-term efficacy of intravesical instillation of hyaluronic acid treatment for
bladder pain syndrome/interstitial cystitis. Turkish journal of urology, 45(2),
129-134. https://doi.org/10.5152/tud.2018.35920

and urine components that may adversely affect the bladder. Deficiency
or injury to this layer results in increased permeability of the bladder wall
and is a leading explanation for the aetiology of Interstitial Cystitis and
Painful Bladder Syndrome. Dosage and administration: weekly instillation
of Hyacyst 40mg/ 120mg for 4-6 weeks followed by monthly instillation until
symptoms resolve. Contraindications: Hypersensitivity to Sodium
Hyaluronate. Legal category: Class lla Medical Device, CE 2292.

Medical Device Class lla

Anadolu OSB. Mah. 29 Ekim Cad. No:41 Malikéy-Sincan-Ankara/TURKEY
Tel: +90 312 394 55 62 Fax: +90 312 394 55 64
www.istemmedikal.com | info@istemmedikal.com
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