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Medical Sodium Hyaluronate Gel (for Bone Joint)

[Primary ingredients and performance]

Quickclean™ is a clear gel solution, obtained by dissolving sodium hyaluronate or hyaluronic acid

(hereinafter as “HA’) in phosphate buffered saline - which is contained in a pre-filled syringe.

Quickclean™ s for single |ntra articular injection. The product is a unique type of linear
mucopo posing repeating disaccharide units of glucuronic acid and N-

acetyl glucosamine. Its chemical formula is (Cy4H;NOy),.

Quickclean™, is non-animal original, with the advantages of high viscoelasticity, lubricity, physical
alterabllny and good biocompatibility. It |s a medical polymer extracted and refined by high-tech

gineering from strep | fer ites. It is sterile, and free from pyrogenicity,
allergy, genetic toxicity, or skin irritation. Due to fermentation production of HA, the product has no
risk of being a virus carriers and dissemination medium when extracting animal tissues or organs.
This product can be used as an orthopedics agent to improve the joint function. When used for
injections in joint cavities, due to its macromolecular characteristic and good viscoelasticity, it
stimulates synovium to produce high molecular sodium hyaluronate, which is beneficial for releasing
joint pain, increasing mobility, decreasing synovitis and delaying progression of disease.

[Indications]
Quickclean™ is indit for the of symptoms of osteoarthritis of knee. By replacing and
supplementing the pathological synovial fluid in the osteoarthritic joints, it reduces pain and improves
joint function.

[Uses]

A. To Attach Needle to Syringe

1. Remove the tip cap. Hold syringe and pill tip cap off the syringe.

2.Insert needle. Hold the syringe body and firmly insert the hub of the needle(select a suitable
puncture needle) into the luer-lock at the end of the syringe.

3. Tighten the needle. Tighten the needle by turning it firmly in a clockwise direction until it is seated
in the proper position.

B. Physician instructions

1.As Quickclean™ is administered by intra-articular injection, the injection of Quickclean™ should
be performed only by trained physicians.

2. Aseptic injection procedure shall be followed.

3.1f joint effusion presents, it should be aspirated before performing the injection. The dosage regimen
is injecting the product into the affected synovial joint cavity by one injection.

4. Discard the syringe and needle after the single use.

The dosage regimen is injecting into the affected synovial joint space once a week with a total of three
to four injections.

[Adverse Reactions]

Mild transient local pain, swelling, arthralgia and joint stiffness at the injection site are reported after
intra-articular injections. These symptoms are generally mild and transient. They usually resolve
within 2 to 7 days without medical intervention. If symptoms are persistent, please consult with your
treatment doctor.

[Precautions]

1. Strict aseptic technique must be followed for preventing patients from Cross infection;

2.The pre-filled syringe is intended for single use. The contents of the syringe must be used
immediately after opening the packaging. Discard any rest part of Quickclean™. Secondary use is
possible to lead to some infectious diseases;

3.Do not use if the blister package is in damaged condition, or if any cracks or breakage appears on
the pre-filled syringe;

4. Do not inject Quickclean™ into vessel;

5. Do not inject Quickclean™ out of joint cavity or into the synovial tissue or capsule;

6. If joint infection presents, infection should be eliminated before injecting Quickclean™;

7.Do not use disinfectants containing quaternary ammonium salts simultaneously for skin
preparation, since sodium hyaluronate may precipitate when meet this ingredient.

[Contraindications]

1. Quickclean™ is contraindicated for patients with known hypersensitivity (allergy) to Quickclean™ or
any other sodium hyaluronate preparations;

2. Quickclean™ is contraindicated for patients with skin diseases or infection in the area of injection
site;

3. Quickclean™ is contraindicated for patients with acute and chronic pyogenic arthritis, synovium
and joint tuberculosis, haemorrhagic diseases and haemophilia.

[Notes]

The container for medical sodium hyaluronate is composed by glass. Please use carefully.

Do not use after the expiry date printed on the package. The expiry date refers to the product stored in
its original packaging at the temperature between 2°C -20°C.

Keep out of reach of children.

The safety and effectiveness of Quickclean™ has not been tested on pediatric patients, pregnant or
lactating woman.

[Storage]

Store between 2°C and 20°C, do not freeze.

Relative humidity shall be no more than 80%.

Store in aclean, well ventilated condition, and avoid corrosive gas.
Protect from light.

[Shelflife]
2 years

[Specifications]
10 mg/mL: 1.0 mL, 2.0 mL, 2.5 mL; (10 mg/1mL, 20 mg/2mL, 25 mg/2.5mL)
12mg/mL: 1.0 mL, 2.0 mL, 2.5 mL; (12 mg/1mL, 24 mg/2mL, 30 mg/2.5mL)

SK

Gél s lekarskym hyaluronatom sodnym (na kiby)

[ZloZenie a mechanizmus acinku]

Quickclean™ je c¢iry gélovy roztok ziskany rozpu:temm hyaluronatu sodného alebo kyseliny
hyalurénovej (d'alej len ,HA®) vo fyzi roztoku pufi fosfatmi, ktory je v
predplnenej injekéne; strickacke. Quickclean™ je uréeny na jednorazovu intraartikularnu aplikéaciu.
Produkt je jedinetnym typom linedmeho makromolekuldrneho mukopolysacharidu, ktory tvoria

opakujiice sa disacharidové jednotky kyseliny gluk 2j a N-acety| gluk Jeho sumarny
vzorec je (Cy,H;NOy;),

Q y povod, uje sa vysokou elasticitou, lubrikaciou, dobrou
i fou vyvolat’ pozitivnu zmenu v organizme. Je to medicinsky polymér
extrahovany a rafinovany modernym bioi ierstvom  zo P y fer y

. Je sterilny, apyrogény, nespo je alergiu, ku toxicitu ani kozni drazdivost’.
Vd'aka sposobu vyroby fermenticiou, produkt nepredstavuje riziko prenosu virusu ako je to v pripade
extrakcie zo Zivocisnych tkaniv a organov. Produkt méZe byt pouZity v ortopédii ako prostriedok na
ZlepSenie funkcie k]bov Pri aphkacu do kibového puizdra vdaka svojej makromolekulovej struktiire
a dobrej vi ynovi k produkcii vlastného vysokomolekularneho
hyaluronatu, ktory je prospesny pre zniZenie bolesti, zlepsenie mobility kibu, potlagenie synovitidy a
zamedzenie postupu ochorenia

[Indikacie]
Qui M je i y na lieenic sympto osteoartrozy kibov. Nahradenim a dopInenim
patologickej synovialnej tekutiny v osteoartritickom kibe znizuje bolest a zlepsuje funkciu kibu.

[PouZitie]

A. Nasadenie ihly na injekéni striekacku

1. Odstraite kryt. Podrte injekénd strickacku a odstraiite kryt striekacky.

2. Nasad'te ihlu. Drzte pevne injekénu striekacku a nasad’te ihlu (vyberte vhodny typ ihly) na Luerov
zamok nakonci striekacky.

3. Utiahnite ihlu. Ihlu utahujte otodenim v smere hodinovych ru¢i¢iek, kym nezapadne do spravnej
polohy.

B. Pokyny pre lekara

1. Quickclean™ je urgeny pre intraartikularnu aplikaciu a mal by byt podany len skiisenym lekarom.
2. Mali by byt dodrzané vietky zasady aseptickej aplikacie.

3. Pokial sa v kibe vyskytuje akykol'vek vipotok, pred aplikdciou Qui
obsah injekéne;j striekacky by mal byt podany ana jeden raz.

4. Po jednorazovom pouziti striekacku a ihlu zlikvidujte.

™ ho odstraiite. Cely

Quickclean™ aplikujte do postihnutého kibu v tyzdiovych intervaloch po dobu 3 a7 4 tyzdne.

[NeZiadice ucinky|

Ojedinele sa mdZe vyskytmit miema prechodna bolest v oblasti vpichu, opuch a stuhnutie kibu. Tieto
ptomy st vo vieo i mierne a prechodné. Obyc¢ajne vymizni bez d'alsieho medicinskeho

zésahu do dvoch az siedmych dni od podania injekcie. Ak symptomy pretrvavajii vyhladajte lekarske

oSetrenie.

[Varovanie]

1. Pri aplikécii dodrZiavajte prisne aseptické podmienky aby sa predislo infikovaniu pacienta;

2. Predplnena striekacka je uréena na jednorazové podanie. Obsah injekénej striekacky sa musi
aplikovat’ okamzite po otvoreni balenia. Po pouziti zlikvidujte vsetky sucasti balenia. Sekundame
pouzitie mdZe viest’ k sireniu infekcie;

3. Nepouzivajte produkt ak méa poskodeny obal;

4. Nepodavajte Quickclean™ do cievy;

5. Nepodavajte Quickclean™ mimo kibového pizdra;

6. Nepodavajte Quickclean™ ak je v kibe pritomny zapal. Aplikujte az po vylieceni zapalového
procesu;

7. Nepouzivajte na dezinfekciu miesta vpichu na kozi kvartérne amoéniové soli, moze dojst k
vyzrazaniu hyaluronatu.

[Kontraindikacie|

1. Qui M je kontraindik y pre p S0 zndmou precitli fou na Qui ™
alebo i my preparét s obsahom hyalumnatu sodného;

2.Q Mjek indik y pre paci s iami ail i koze v mieste vpichu;
3. Qui M je kontraindik ¥ pre paci sakutnou a artritidou, synovialnou a
kibovou tuberkuld I ickymi i @ hemofiliou.

[Upozorenie]

Injekéna striekacka na hyaluronat sodny je zo skla. PouZivajte so zvySenou opatrnost'ou.
Nepouzivajte po uplynuti datumu pouZitelnosti uvedenom naobale Dobapouzitelnosti sa vztahuje
naprodukt v origindlnom obale pri dodrzani sklad fct v dzi teplot 2°C - 20°C.

Skladujte mimo dosahu deti.

Bezpecnost' a G&innost’ Qui ™ nebola
doj¢iacich Zenach.

4 na pediatrickych pacientoch, tehotnych a

[Uchovavanie]

Skladujte v rozmedzi teplot 2°C - 20°C, nezmrazujte.

Pri skladovani dodrziavajte maximédlnu relativnu vlhkost 80%.
Skladujte na ¢istom, dobre vetranom mieste.

Chrante pred svetlom a zieravinami.

[Doba pouZitelnosti]
2roky

[Specifikacie]
10 mg/ml: 1.0ml, 2.0 ml, 2.5 ml; (10mg/1ml, 20mg/2ml, 25mg/2.5ml)
12 mg/ml:1.0ml, 2.0 ml, 2.5 ml; (12mg/1ml, 24mg/2ml, 30mg/2.5ml)
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Gel s Iékaiskym hyaluronatem sodnym (na klouby)

[SloZenia mechanismus &inku]

Quickclean™ je ¢&iry gelovy roztok ziskany rozpusténim hyaluronatu sodného nebo kyseliny
hyaluronové (dale jen "HA") ve fyziologickém roztoku pufrovaném fosfaty, ktery je v piedpnéné
injekeni stifkacee. Quickclean™ je urcen na jednordzovou intraartikuldrni aplikaci. Produkt je
jedine¢nym typem linearniho mak lekulami] p idu, ktery je tvofen opakujicimi
se disacharidovymi jednotkami kyseliny glukuronové a N-acetyl glukosaminu. Jeho sumérni vzorec
je (C1sHuNOL),.

Quickclean™ nema Zivocidny puvod, vyznatuje se vysokou elasticitou, lubrikaci, dobrou
biokompatibilitou a schopnosti vyvolat pozitivni zménu v organismu. Je to medicinsky polymer
extrahovany a rafinovany modernim bioinzenyrstvim ze kokovych fermentacnich boliti.Je
sterilni, apyrogenni, nezpt alergii, ickou toxicitu ani kozni drazdivost. Diky zplisobu
vyroby fermentaci, produkt nepfedstavuje riziko pfenosu viru jako je to v pfipadé extrakce ze
Zivo&idnych tkani a organd. Produkt maze byt pouzit v ortopedii jako prostiedek na zlepSeni funkce
kloubu. Pfi aplikaci do kloubniho pouzdra diky své makromolekulimi struktufe a dobré viskoelastic-
ite stimuluje synovium k produkei vlastniho vy arniho hyal itu, ktery je prospésny
pro snizeni bolesti, zlepseni mobility kloubu, potlaceni synovitidy a zamezeni postupu onemocnéni.

[Indikace]
Qui 1™ je indikovan pro 1éteni symptomii osteoartrozy kloubii. Nahrazenim a doplnénim
patologické synovidlni tekutiny v osteoartritickém kloubu snizuje bolest a zlepsuje funkci kloubu.

[Pouiti]
A. Nasazeni jehly na injekéni stifkacku

1. Odstrantekryt. Podrte stiikacku a odstrante kryt stiikacky.

2. Nasad'te jehlu. Drzte pevné stifkacku a nasad’te jehlu (vyberte vhodny typ jehly) na Luer zamek na
konci stifkacky.

3. Utahnéte jehlu. Jehlu utahujte otocenim ve sméru hodinovych rugicek, dokud nezapadne do
spravné polohy.

B. Pokyny pro I¢kare

1. Quickclean™ je ur&en pro intraartikularni aplikaci amél by byt podan pouze zkugenym Iékarem.
2. Mély by bytdodrzeny viechny zasady aseptické aplikace.

3. Pokud se v kloubu vyskytuje jakykoliv vypotek, pied aplikaci Quickclean® ho odstraiite. Cely
obsah injekéni stiikacky by mél byt podan a najednou.

4. Po jednorazovém pouziti stifkacku a jehlu zlikvidujte.

Qui ™ aplikujte do izeného kloubu v tydennich intervalech po dobu 3 az 4 tydni.

[Nezddoudi iinky]
Ojedinéle se muze vyskytnout mirna prechodna bolest v oblasti vpichu, otok a ztuhnuti kloubu. Tyto
symptomy jsou obecné mirné a prechodné. Oby¢ejné vymizi bez dalsiho medicinského zasahu do
dvou az sedmi dni od podani injekce. Pokud symptomy pietrvavaji vyhledejte lékaiské oetieni.

[Varovani]

1. Pii aplikaci dodrzujte piisné aseptické podminky, aby se predeslo infikovani pacienta;

2. Pfedplnéna stifkacka je uréena na jednorazové podani. Obsah stiikacky se musi aplikovat okamzité
po otevieni baleni. Po pouziti zlikvidujte viechny soucasti baleni. Sekundarni pouziti mize vést k
Sifeni infekce;

3. Nepouzivejte produkt, pokud mé poskozeny obal;

4. Nepodavejte Quickclean™ do cévy;

5. Nepodavejte Quickclean™ mimo kloubniho pouzdra;

6. Nepodavejte Quickclean™ pokud je v kloubu pfitomen zénét. Aplikujte az po vylégeni zanétlivého
procesu;

7. Nepouzivejte na dezinfekci mista vpichu nakiizi kvartérni amoniové soli, mize dojit k vysréazeni
hyaluronatu.

[Kontraindikace]

1. Quickclean™ je kontraindikovan pro pacienty se znamou piecitlivélosti na Quickclean™ nebo jiny

preparét s obsahem hyaluronatu sodného;

2. Quit ™ je k indikovan pro pacienty s énimi ai i kiize v misté vpichu;

3. Quickclean™ je kontraindikovan pro pacienty s akutni a chronickou artritidou, synovilni a
kloubovou tuberkul6zou, hemoragickymi onemocnénimi @ hemofilii.

[Upozornéni]

Injekéni stifkacka na hyaluronat sodny je ze skla. Pouzivejte se zvySenou opatmosti.

Nepouzivejte po uplynuti doby pouzitelnosti vyznacené na obalu. Doba pouzitelnosti se vztahuje na
produkt v origindlnim obalu pfi dodrZeni skladovacich podminek v rozmezi teplot 2°C-20°C.
Skladujte mimo dosahu déti.

Bezpecnost a G¢innost Quickclean™ nebyla testovana na pediatrickych pacientech, t&hotnych a
kojicich Zenach.

[Uchovavani]

Skladujte v rozmezi teplot 2°C-20°C, nezmrazujte.

Pfi skladovani dodrzujte maximalni relativni vihkost 80%.
Skladujte na ¢istém, dobie vétraném misté.

Chrante pied svétlem a ziravinami.

[Doba pouZitelnosti]
2 roky

[Specifikace]
10 mg/ml: 1.0ml, 2.0 ml, 2.5 ml; (10mg/1ml, 20mg/2ml, 25mg/2.5ml)
12 mg/ml: 1.0ml, 2.0 ml, 2.5 ml; (12mg/1ml, 24mg/2ml, 30mg/2.5ml)
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¢z Opravnény zéstupce v
Evropském spolecenstvi

EN Use by
K Spotrebujte do
Ccz Spotiebujte do

1%

M Hangzhou Singclean Medical Products Co., Ltd
No. 125 (E), 10th Street, Hangzhou Economic and
Technological Development Zone, Zhejiang, PRC
Post Code: 310018
Tel: +86-571-63431868  Fax: +86-571-63431886
Web: www.hzxhe.com Email: sunwg@hzxhe.com

Hangzhou Singclean Medical Products Filial Sweden
Norra Rosenbergsgatan2A 42676 VASTRA FROLUNDA
Tel: +46 727477888

Email:brsweden@hzxhe.com

[EN] Importer into the EU:
[SK] Dovozca do EU:
[CZ] Dovozce do EU:

Solazo sr.o.

Ulica Veterna 8760/42
917 01 Trnava
Slovensko/Slovakia
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