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1.5* BiosanBio

HyofRelief™ 1.5% 1 sterilna predplnena injekéna striekacka s gélom na intraartikulare pouzitie.

ZLOZENIE
Sodna sol kyseliny hyalurénovej 15mg/1ml.

OPIS PRODUKTU

Kyselina hyalurénova je distribuovana do vsSetkych tkaniv fudského tela
a vo vysokych koncentraciach sa nachadza v tkanivach, ako je sklovec,
synovialna tekutina, pupo¢na Sndra a zamsa. Kyselina hyalurénova pésobi
ako tkanivovy lubrikant a pIni déleziti uUlohu v regulacii interakcii medzi
susednymi tkanivami. Pdsobi tiez ako viskoelasticka podpora, ktora udrzuje
tkaniva oddelené. Rozne pripravky kyseliny hyalurénovej mézu mat rézne
molekulové hmotnosti, pri zachovani rovnakej chemickej Struktury. Pomécka
nezasahuje do normalnych procesov hojenia ran. Pomdcka je invazivna a
implantovatelna.

INDIKACIE
HyoRelief™ 1.5% je urgeny na liegbu portch kibu, ako je osteoartritida.

Hyofelief™ 1.5% je indikovany na viskoelastické doplnenie alebo nahradu
synovialnej tekutiny v fudskych kiboch.

KONTRAINDIKACIE

Znama precitlivenost’ na ktortkolvek zlozku pripravu,

uz existujuce infekcie kozZe v oblasti planovaného miesta vpichu,

znéma infekcia indexového kibu,

zname systémové poruchy krvacania.

Neaplikujte do infikovanych a zapalenych kibov.

Hyofelief™ 1.5* mdZe obsahovat stopové mnoZstva grampozitivnych
bakterialnych proteinov a je kontraindikovany u pacientov s anamnézou
takychto alergii.

VEDLAJSIE UCINKY

Infekcia, artralgia, artréza, porucha kibu, opuch kibu, kibovy vypotok,
stuhnutost kibu, bolest kongatin, zapal Sliach, parestézia, flebitida, pruritus,
zacervenanie v mieste vpichu, edém v mieste vpichu, bolest v mieste vpichu,
reakcia v mieste vpichu, artropatia, Bakerova cysta, burzitida, lokalizovana
osteoartritida, zhor§ena osteoartritida, imunitna odpoved.

PROFIL PACIENTA A POUZIVATELA

HyoRelief™ 1.5% je uréeny pre pacientov s osteoartrézou a ochoreniami kibov.
Pripravok nie je uréeny pre tehotné a dojciace Zeny a deti. Pouzitie u pacientov,
ktori podstupuju chemoterapiu, by mal posudit' lekar. Intraartikularna injekcia

by mala byt aplikovana lekarom.

UCHOVAVANIE

Produkt skladujte pri teplote 2-25 °C a nizkej vlhkosti (relativna vihkost
40-60 %). Neprimerané skladovacie podmienky, ako priame vystavenie
slne¢nému Ziareniu a/alebo skladovanie na radiatoroch alebo v ich blizkosti
mozu viest' k zni€eniu injekcie. Injekciu nezmrazuijte.

UPOZORNENIA - BEZPECNOSTNE OPATRENIA NA POUZITIE

Vyrobok uréeny na jednorazové pouzitie. Nepouzivajte opakovane.

*  Opakované pouzitie alebo opakované spracovanie (napr. Cistenie a
opakovana sterilizacia) moze ohrozit' Strukturalnu integritu pomocky a/
alebo viest k poruche pomdcky, ktora mdéze mat za nasledok zranenie,
chorobu alebo Umrtie pacienta.

*  Opakované pouzitie alebo spracovanie pomécok na jedno pouZzitie
mozZe navySe predstavovat' riziko kontaminacie, napr. z dévodu prenosu
infekéného materialu z jedného pacienta na druhého. To méze viest k
zraneniu alebo Umrtiu pacienta alebo pouzivatela.

*  Kontaminované pomécky sa nesmu opakovane spracovavat. Akykolvek
produkt, ktory bol kontaminovany krvou, tkanivom a/alebo telesnymi
tekutinami/latkou, by sa uz nikdy nemal pouzivat a mal by byt
zlikvidovany podla platnych narodnych pravidiel.

* Injekciu s obsahom hyaluronatu sodného by mali do intraartikularneho
priestoru aplikovat' len lekari, ktori absolvovali $pecialne Skolenie o
technike podavania intraartikularnych injekcii.

* Injekcia by mala byt aplikovana podla zavaznosti ochorenia, objemu
aplikacného priestoru a rozhodnutia lekara (ortopéda).

* Ak sa bolest pocas aplikacie injekcie zvysi, aplikaciu injekcie treba
zastavit a ihlu vytiahnut.

+  Pacienti, u ktorych sa po podani injekcie vyskytni abnormalne nasledky
(defekt tkaniva), by sa mali okamzite poradit' s lekarom.

+  Pomoécka by sa mala pouzivat s ihlou s priemerom 18-22G.

* Injekéné striekacky, ihly a zvySky produktu by sa mali po aplikacii
injekcie zlikvidovat podla platnych narodnych pravidiel na likvidaciu
medicinskeho odpadu.

*  Lekar musi dodrzat pravidla techniky aplikacie intraartikularnej injekcie
s vhodnym uhlom a miestom kibovej $trbiny. Injekciu nepodavajte do
zlazového tkaniva.

SPOSOB POUZITIA

*  Frekvencia pouZzitia injekcie je na rozhodnuti lekara, v intervale kazdych
6-8-12 mesiacov.

+ V pripade kibového vypotku sa na znizenie vypotku odporGéa aspiracia,
odpocinok, aplikacia ladového obkladu a/alebo intraartikularne podanie
kortizénu. Po 2-3 drioch je mozné zacat’ s aplikaciou produktu.

+ Obsah injekénej striekacky a vonkajSi povrch naplnenej injekénej
striekacky su sterilné az do otvorenia balenia.

*  Vyberte injekénu striekacku z obalu.

*  Pred podanim injekcie odstrarite vzduchové bubliny (ak su pritomné).

*  Odstrante kryt Luer-lock.

OBSAH BALENIA
Balenie obsahuje 1 predplnent injekénu striekacku.

STERILIZACIA A CAS POUZITELNOSTI

Pomaécka je sterilizovana sterilizaciou v autoklave.

Cas pouzitelnosti je 2 roky.
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1.5% BiosanBio

Hyofelief™ 1.5% 1 sterile ready-to-use intra-articular implant gel for injection.

COMPOSITION
15mg/1ml Sodium Hyaluronate

DESCRIPTION OF DEVICE

Hyaluronic acid is distributed throughout all body tissues and is found in high
concentrations in tissues such as the vitreous, synovial fluid, umbilical cord
and dermis. Hyaluronic acid acts as a tissue lubricant and is thought to play an
important role in regulating interactions between adjacent tissues. It also acts
as a viscoelastic support that keeps tissues separate. Different hyaluronic acid
preparations may have different molecular weights but are thought to have the
same chemical structure. The product does not interfere with normal wound
healing processes. The device is invasive and implant device.

PURPOSE OF USE and INDICATIONS
Hyofelief™ 1.5% is intended for the treatment of symptoms of human joint
disorders such as osteoarthritis.

Hyofielief™ 1.5% is indicated for viscoelastic replenishment or replacement of
synovial fluid in human joints.

CONTRAINDICATIONS

Known sensitivity to any of the ingredients contained in product, Pre-existing
infections of the skin in the region of the intended injection site, Known infection
of the index joint, Known systemic bleeding disorders.

Do not use on infected and inflamed joints.

Hyofelief™ 1.5% may contain trace amounts of gram positive bacterial proteins
and are contraindicated for patients with a history of such allergy.

ADVERSE REACTIONS AND COMPLICATIONS

Infection, Arthralgia (knee pain), Arthrosis, Joint (knee) disorder,Joint (knee)
swelling, Joint (knee) effusion, Joint (knee) stiffness, Pain in limb, Tendonitis,
Paraesthesia, Phlebitis, Pruritus, Injection site erythema, Injection site edema,
Injection site pain, Injection site reaction, Arthropathy, Baker’s cyst, Bursitis,
Localized osteoarthritis, Aggravated osteoarthritis, Immune Response.

PATIENT PROFILE

HyoRelief™ 1.5% is recommended for patients with Osteoarthritis and Joint
Diseases. Product is not used in pregnant or breast-feeding woman, and
children. The patients who under chemotherapy shall be considered by

orthopaedist.

USER PROFILE
Intra-articular Injection should be applied by Orthopedists.

STORAGE CONDITIONS

The products are stored at 2-25 °C and low humidity (40-60% RH) before being
shipped to the customer. Excessive storage conditions such as exposure to
direct sunlight and/or storage on or near radiators may destroy the product.
Do not freeze the product.

WARNINGS AND PRECAUTIONS

PRODUCTS INTENDED FOR SINGLE USE MUST NOT BE RE-USED.

*+ Re-use or reprocessing (e.g., cleaning and re-sterilization) may
compromise the structural integrity of the device and/or lead to device
failure which may result in patient injury, iliness or death.

»  Furthermore, reuse or reprocessing of single-use devices may create a
risk of contamination e.g. due to the transmission of infectious material
from one patient to another. This could result in injury or death of the
patient or user.

»  Contaminated implants must not be reprocessed. Any product that has
been contaminated by blood, tissue, and/or bodily fluids/matter should
never be used again and should be disposed of according to hospital
protocol.

*  Only medical professionals trained in accepted injection techniques for
delivering agents to intra-articular synovial joint spaces should inject
sodium hyaluronate for this application.

* Injection should be administered according to the severity of the disease,
the volume of the application area and the decision of the physician
(orthopedist).

« If pain increases during the injection procedure, the injection should be
stopped, and the needle withdrawn.

« Patients experiencing abnormal sequelae (tissue defect from a disease) to
the administration of product should consult with the physician immediately.

*  The device should be used with 18-22G x"z needle.

« Syringes, needles and remain product should be disposed of after
processing within the legal requirements of the countries according to the
medical waste status.

*  The physician must follow the rules of the technique of intra-articular
injection with suitable angle and site of the joint space. Do not inject into
glandular tissue.

HOW TO USE

*  The product should be administered according to the frequency determined
by the physician, according to the recommended frequency decision, such
as 6-8-12 months.

* In case of joint effusion, aspiration, rest, ice pack application and/or intra-
articular cortisone administration is recommended to reduce effusion. After
2-3 days, product application is started.

*  The contents of product and the outer surface of the pre-filled syringe are
sterile until the package is opened.

«  Take the syringe out of the package.

« Remove air bubble (if any) before injection.

*  Remove the Luer-lock hood.

PACKAGE CONTENT
The package is included 1 pre-filled syringe.

STERILIZATION and SHELF-LIFE

The device is sterilized by autoclave sterilization.

The shelf-life is 2 years.

Release Date: 12.02.2021 Revision No: 03 Revision Date: 02.05.2023

SYMBOLS
DO NOT USE
& ATTENTION IF PACKAGE IS
DAMAGED

SEE INSTRUCTIONS
FOR USE

@ DO NOT RE-STERILE

LOT| LOT NUMBER

EXPIRATION DATE

_m@

/,
.\
\

KEEP AWAY FROM
SUNLIGHT

[ ] >\
2

2 TEMPERATURE

—

&I PRODUCTION DATE zc LIMITATION
STERILIZED USING
|
c CONFORMITY EUROPEAN VOIST HEAT
+«AND NOTIFIED BODY
NUMBER

STERILE FLUID PATH
M MANUFACTURER HUMIDITY

LIMITATION

T DRY KEEP M
@ DO NOT RE-USE REFERENCE NUMBER

NON-PYROGENIC

Biosan Biyoteknoloji San. ve Dis Tic. A.S.

Address : Baris Mah. Kosuyolu Cd. Dis Kapi:26 i¢ Kapi:30-31 Gebze/KOCAELI -

Phone  :+90 262 5032510
Web : www.biosanas.com.tr
e-mail : info@biosanas.com.tr

CE.

Doc. No: TD.01-05; Rev. No.:03



