HYAJECT/cyst*

Steril Sodyum Hiyaluronat Seliisyonu
KULLANIM KILAVUZU [TR]

Tamm

HYAJECT/cyst yiiksek seviyede saflastirilmis, hayvansal kaynakli olmayan
hiyaliironik asitten olusan medikal bir {iriindiir. Ureter, mesane ve iiretra
giriginde, irotelyal degisimle birlikte steril ¢alkalama sivisi olarak
kullanilir.

HYAJECT/cyst’in uygulamadan sonra doku iizerinde herhangi bir
farmakolojik etkisi yoktur. Etkisi fiziksel 6zelliklere dayanir.

Ornegin, iirotelyal inflamasyonlarin mukoza membraninda hiyaliironik asit
kaybma sebep oldugu bilinmektedir.

Vaskiiler mukoza membraninda hiyaliironik asit kayb: 6zellikle interstisyel
sistit (IC) ile olusmaktadir. Urotelyum, hiyaliironik asit uygulanmasi ile
yenilenebilir.

Asagidakiler olugmaktadir:

- Mesane duvarmin gegirgenliginin diizenlenmesi,

- Inflamatuar yanitin énlenmesi,

- Yara iyilesmesinin desteklenmesi.

Talimattaki Sekilde Kullanimz

HYAJECT/cyst instilasyon kateteri yardimu ile idrar kesesine enjekte edilen

steril hiyaliironik asit soliisyonudur. Bu soliisyon/ lavaj sivi, idrar kesesi ve

tagtyict triner kanallari iginde tahrip olmug/bozulmus irotelyumun

(interstisyel sistit (IC) yeniden olusumuna yardim eder.

e Daha fazla sorunuz varsa, litfen doktorunuza veya saglik uzmanina
daniginiz.

e Bu cihaz kisisel olarak sizin i¢in recete edilmistir. Baskalarina vermeyin.
Semptomlar sizinkilerle ayni olsa bile, onlara zarar verebilir.

e Bu kullanim kilavuzunda bahsi ge¢gmeyen herhangi ciddi bir yan etki fark
ederseniz, liitfen doktorunuza séyleyiniz.

Kullamim Alanlar1

- Interstisyel sistit,

- Agrili mesane sendromu,

- Glikozaminoglikan (GAG) tabaka yetersizligi.
- Hemorajik sistit,

- Rekiirren bakteriyel sistit,

- Radyasyon sistit,

- Kemoterapi kullanimina bagl olusan sistit

Kompozisyonu
e 50 ml HYAJECT/cyst 120 mg Sodyum hiyaliironat igerir- 50ml siringa
igerisinde sunulur.

Kullamim Sekli

Idrar kesesi tamamen bosaltildiktan sonra, soliisyonun tamami siringa ve
instilasyon kateteri yardimiyla idrar kesesi igine verilir.

Siringa igindeki iiriin kapag: ¢ikarilip Luer-Lock baglantisi iizerinden ilgili
katetere baglanarak direkt olarak kullanilir.

Eger instilasyon kateteri yerine Luer-Lock baglantisi olmayan kateter
kullaniliyorsa {iriinle birlikte verilen kateter sirga adaptorii kullanilir.
Kateter siringa adaptoriiniin Luer-Lock ucu dnceden doldurulmus siringaya
baglanir. Kateter adaptor ucu ise daha 6nceden mesaneye yerlestirilmis olan
katetere baglanir.

Optimal sonug elde etmek igin, HYAJECT/cyst idrar kesesinde miimkiin
oldugunca uzun bir siire (en az 30 dakika, en fazla 2 saat) kalmalidir.
Interstisyel sistiti hafifletmek i¢in elde edilen klinik literatiire gore tedavinin
haftada bir kez dort hafta boyunca uygulanmasi tavsiye edilir.
HYAJECT/cyst semptomlar ortadan kalkana kadar ayda bir kere tedavi
sonrasi bakim olarak kullanilmalidir. 4 hafta sonra herhangi bir iyilesme
belirtisi goriilmez ise baska bir tedavinin yapilmas diisiiniilmelidir.

Doz Asim

HYAJECT/cyst’i bu kullanim kilavuzuna gore kullanimiz. Yanliglikla
onerilen dozdan fazla veya talimat disginda planlanan siireden Once
kullandrysaniz liitfen doktorunuza veya saglik uzmaniniza bildiriniz.
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Eger HYAJECT/cyst kullanmay1 unutursaniz.

Eger HYAJECT/cyst kullanmay: unutursamz kisa siirede kullanin. Ancak
bir sonraki dozu almaya az zaman kaldiysa o dozu atlayip diizenli dozaj
programina geri doniin.

Eger HYAJECT/cyst kullanmayi birakirsaniz.

Eger HYAJECT/cyst kullanmayr birakmak istiyorsaniz ~oncelikle
doktorunuza veya saglik profesyonelinize danisginiz. Bu {iriiniin
kullanimiyla ilgili baska sorulariniz varsa doktorunuza veya saglik
uzmaniniza sorunuz.

Yan Etkiler
HYAJECT/cyst iyi tolere edilmistir ve yan etkisi azdir. Bazen mesane igine
kateter uygulanirken tahrise neden olabilir.

Uyarilar

Hiyaliironik aside kars1 bilinen bir alerjisi olan hastalarda HYAJECT/cyst’i
kullanmayiniz. Hasar gormiis siringayr kullanmayiniz. Sadece bir kerelik
kullanim i¢in tasarlanmistir. Herhangi bir ¢alisma olmadigr i¢in hamilelerde
kullanmayiniz. Yeterli klinik ¢calisma olmadigindan dolayi iiriiniin 18 yasin
altindakilerde kullanilmas1 tavsiye edilmez. Diger tim {iirolojik
uygulamalarda olabilecegi gibi kateterin yerlestirilmesi sirasinda idrar yolu
enfeksiyonu gelisebilir.

Saklama Kosullar:
2-30°C’ de muhafaza ediniz. Dondurmayiniz.

Temin Sekli

HJT-1250S Bir adet sirmnga 50 ml HYAJECT/cyst Soliisyonu (120mg
sodyum hiyaliironat) igerir.

Kutu igeriginde istege bagh olarak hidrofilik instilasyon iiriner kateter
veya kateter siringa adaptorii bulunmaktadir.

Semboller
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HYAJECT/cyst*

Sterile Sodium Hyaluronate Solution

INSTRUCTIONS FOR USE

Description
HYAJECT/cyst is a medical product that consists of a solution from highly
purified hyaluronic acid of non-animal origin. It is utilized as a sterile rinsing fluid
with urothelium changes in the ureter, urinary bladder and the initial portion of
the urethra.
HYAJECT/cyst has no pharmacological effect on the tissue after application. Its
effect is based on physical properties.
For instance, it is known that urothelium inflammations lead to a loss of
hyaluronic acid in the mucous membrane.
A loss of hyaluronic acid in the vascular mucous membrane especially occurs
with interstitial cystitis. (IC) The urothelium can be regenerated through the
substitution of hyaluronic acid.
The following occurs:

- Regulation of the permeability of the bladder wall

- Containment of the inflammatory response

- Support of wound healing

Use as directed
HYAJECT/cyst is a sterile hyaluronic acid solution which is instilled into the
urinary bladder with the help of a instillation catheter. This solution/lavage fluid
serves the regeneration of destroyed/altered urothelium (interstitial cystitis (IC)
in the urinary bladder and the deferent urinary passages.
e If you have further questions, please ask your doctor or healthcare
professional.
e This device has been prescribed for you. Do not pass it on to others. It may
harm them, even if their symptoms are the same as yours
e If any of the side effects become serious, or if you notice any side effects
not listed on this leaflet, please inform your doctor immediately.

Intended Use

Interstitial cystitis

- Painful bladder syndrome

- Glycosaminoglycan (GAG) layer deficiency
- Hemorrhagic cystitis

- Recurrent bacterial cystitis

- Radiation cystitis

- Chemotherapy induced Cystitis

Composition
e 50 ml HYAJECT/cyst in 50ml syringe contains 120 mg of sodium
hyaluronate.

Reference for Use

The total volume of the solution is instilled by means of a syringe and instillation
catheter in the urinary bladder after complete drainage of the urinary bladder.
You can directly use the pre-filled syringe content by removing the cap from the
syringe and connecting the syringe to an appropriate catheter using the luer lock
connector.

If the catheter without a luer-lock connection is used instead of the instillation
catheter, the supplied catheter syringe adaptor should be used. The luer-lock end
of the catheter syringe adaptor should be connected to the pre-filled syringe and
the catheter adaptor end should be connected to the catheter previously inserted
into the bladder.

In order to achieve optimal results, HYAJECT/cyst should remain as long as
possible in the urinary bladder (min. 30 minutes. max. 2 hours). In order to
alleviate interstitial cystitis, it is recommended in the available clinical literature
to carry out the treatment once a week over four weeks.

HYAJECT/cyst should be used once thereafter a month as a maintenance therapy
until the symptoms have disappeared. If no success is recognizable after 4 weeks,
the possibility of a different therapy should be considered.

Overdose

It is important to use HYAJECT/cyst as instructed. If you accidently use a larger
dose or used it before your scheduled time, other than instructed, inform your
doctor or healthcare professional.
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If you forget to use HYAJECT/cyst

If you forget to use HYAJECT/cyst, use it as soon as possible. However, if it is
almost time for your next dose, skip the missed one and go back to your regular
dosing schedule.

If you stop using HYAJECT/cyst

If you want to stop using HYAJECT/cyst talk to your doctor or other healthcare
professional first. If you have any further questions on the use of this product, ask
your doctor or healthcare professional.

Side Effects
HYAJECT/cyst is well tolerated and causes few. Occasionally, the insertion of the
catheter into the bladder may cause irritation.

Warnings

Do not use HY AJECT/cyst in patients with a known sensitivity to hyaluronic acid.
Do not use damaged syringe. Only intended for one-time use. Do not use in
pregnant women since there are no experience available concerning this. The
product is not recommended to be used in adolescents under the age of 18 since
there are no clinical trials available concerning this. As with any urological
application, a urinary tract infection can arise during the placement of the catheter.

Storage
Store at 2-30° C. Do not freeze.

Form of Supply

HJT-1250 S contains a syringe of 50 ml of HYAJECT/cyst solution (120 mg
sodium hyaluronate).

The box includes an optional hydrophilic instillation urinary catheter or
catheter syringe adaptor.
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