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Product name/ HaumeHoBaHie NPOAYKTA
HYALREPAIR®-02 Chondroreparan®, 2.0 ml
TUAJIPUTIAMEP®-02 XOHI[pOpeHapaHT®, 2,0 M

Product description/ Onucanue npoaykra
Gel based on modified hyaluronic acid hydrous sterile
Marepuan TeieBblii Ha OCHOBE MOIM(MUIIMPOBAHHON THAYPOHOBOW KHCIOTHI BOJOCOICpPKAIIUI

CTEPHUJILHBIN

Formulation/ Cocras

Components name/ HaumeHnoBanue Concentration range, % mass/
KOMIIOHEHTAa Copep:xanue,% macc.
Sodium hyaluronate / I'nanyponat HaTpus 0.5-0.7

Copolymer of hyaluronic acid with Magnesium
ascorbylphosphate/ Cononrmep ruanypoHOBOi

KHCIIOTHI ¢ ackopOundocdaroM Maruus 0.3-0.8
L-proline/ L-nponun 0.1-0.3
L-lysine hydrochloride/ L-mu3una 0.1-0.3
Glycine/ I'nmutun 0.1-0.3
Sodium chloride/ Hatpus xiopun 0.1-0.2
Phosphate buffer/ ®ocdarusriit 6ydep 1.0

Water for injections/ Boga asist uHbeKuit Up to 100 /mo 100

Pharmaceutical form/ ®opma Bbinmycka

2.0 ml of HYALREPAIR®™-02 Chondroreparant® in a glass syringe with Luer-Lock tip. The content
is sterile. Syringe with gel, 2 adhesive labels for physician attached to a syringe are enclosed in a
sealed blister. One blister is packaged with instruction for use in a cardboard box.

TUAJIPUTTAAEP®-02 XOH,Z[pOpCHapaHT® mo 2,0 mn B crekisHHoM mmpune ¢ Luer-Lock
HakoHeuHHKOM. Cognepxumoe crepunpHo. Ilnpun ¢ marepuamom, 2 OSTHKETKH JUIsl Bpaya,
NPUKpEIUIEHHbIE K IINPHILY, BJIOXKEHbI B 3amedaTaHHblil onuctep. [lo oqHOMY Onuctepy BMecTe C
MHCTPYKIMEN IO MPUMEHEHHIO B [TAYKe KaPTOHHOM.
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Packaging materials/ YnmakoBo4HbIe MaTepPHAJIbI

Individual package — cardboard box, size 30 x 77 x 197 mm.
Group package — 42 individual packages in a corrugated cardboard box, size 309 x 302 x 257 mm.

[ToTpeburensckas ymakoBKa — KapToOHHas mayka pazmepom 30 x 77 x 197 mm.
TpancnopTHas ymakoBka — 1o 42 nadku B ropokopode pazmepom 309 x 302 x 257 mm.

Characteristics and properties of the product/ XapakTepucTuku U cBoiicTBa NPOIYKTa

HYALREPAIR®-02 Chondroreparan® contains a unique form of high-purity modified hyaluronic
acid obtained by bacterial fermentation with addition of hyaluronic acid copolymer with magnesium
ascorbylphosphate, L-proline, L-lysine and glycine. It creates optimum environment for normal
functioning of fibroblasts which are responsible for synthesis and secretion of intercellular matrix
proteins (collagen, elastin) and mucopolysaccharides.

TUAJIPUTIAVEP®-02 XOHI{popenapaHT® COJICP)KUT YHUKAIBHYIO (GopMy MOAUPHUIHPOBAHHON
THATypOHOBOM KHCIIOTHl BBICOKOM CTEHNEHM OYMCTKH, TOTy4yaeMoil TmyTeM OaKTepualbHOMN
dbepMeHTanuu, ¢ 100aBICHUEM COTIOIMMEpPa THATYPOHOBOM KHUCIIOTHI ¢ ackopomiochaToM MarHus,
L-nponmuna, L-nmuzuna w  rounuHa.  Co3faeT  ONTUMAJbHYIO  Ccpely s HOPMAIbHOTO
dbyHKIIMOHUpOBaHMs (HUOPOOIACTOB, CHHTC3UPYIONINX M CEKPETHUPYIOIIMX OCTKH MEKKICTOYHOTO
MaTpuKca (KOJIareH, 3J1acTUH) U MyKOTIOJIUCaXapHubl.

Indications for use/ Iloka3aHusi K MPUMeHEHHIO

HYALREPAIR®-02 Chondroreparant® is used in sports medicine, rheumatology, traumatology,
orthopedics and maxillofacial surgery. It may be administered into any joints.

Indications:

1. As a part of the combined therapy:

— treatment of I-111 stage osteoarthrosis of knee, coxofemoral and other synovial joints of
degenerative-dystrophic or traumatic origin;

— necessity to improve viscoelastic and protective properties of the synovial fluid;

— degenerative-dystrophic conditions of the ligamentous apparatus, connective tissue structures and
cartilages;

— arthritis in remission.

2. For prevention of degenerative-dystrophic diseases of the musculoskeletal system.

3. During the rehabilitation period after injuries and surgical interventions.

TUAJIPUITAMEP®-02 XOanopenapaHT® HCIIONB3YETCS B CIIOPTUBHOM MEIHUIIMHE, pEBMATOJIOTHH,
TPaBMAaTOJIOTUHU, OPTOIIEAUH U YETIOCTHO-IUIECBOM XUPYpruu. Jlonyckaercs K BHyTpUCYCTaBHOMY
BBEJICHUIO BO BCE CYCTABHI.

IIpumensercs:

1. B cocraBe KOMIUIEKCHOM TEpaIuy Mpu:

— nedeHun ocreoaptpo3sa I-III craauu KoneHHOro, Ta300€APEHHOT0 U IPYTUX CHHOBHAIBHBIX
CYCTaBOB JIET€HEPATUBHO-TUCTPOYUUECKOTO UIIM TPABMAaTUUYECKOTO MTPOUCXOKACHHUS,;

— HEOOXOJUMOCTH yIy4IIEHHs BSI3KOJACTUYHBIX U 3aIIUTHBIX CBOMCTB CHHOBUAJILHON KUKOCTH
CYCTaBOB;

— JIeT€HEePaTUBHO-AUCTPOPUUECKUX COCTOSIHUAX CBA30YHOTIO arapara, COeAUHUTEIbHO-TKAaHHbIX U
XPSIILEBBIX CTPYKTYD;

— apTpUTax B CTAAUU PEMUCCHH.

2. 1ng npounakTUKK JereHepaTuBHO-AUCTPOPHUUECKUX 3a00I€BaHUI ONIOPHO-IBUTATEIHLHOTO
anmapara.

3. B nepuoj peabunuTaiiu nocie nepeHeceHHbIX TPaBM U OTIEPaTUBHBIX BMEIIATEIbCTB. .
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Instruction for use/ MueTpyKuus Mo npuMeHeHHI0

The amount of the injected gel and the type of a needle are determined by a physician on a per-
patient basis depending on the anatomic and physiological characteristics and the condition of the
joint.

In case of effusion removal of the excessive synovial fluid from the joint before the injection of the
gel is recommended.

Depending on the size of the joint, it is necessary to inject into the joint up to 2 ml of
HYALREPAIR®-02 Chondroreparant”™ every 14 days for 6-8 weeks. Refresher course is conducted
in 6-12 months. It is possible to treat several joints simultaneously.

Treatment with HYALREPAIR®-02 Chondroreparant™ produces the effect only on the joint into
which the gel is injected, HY ALREPAIR®-02 Chondroreparant® does not produce a systemic effect.

Important! It is vital to comply with the injection guide to ensure due result of the procedure.
Injection of HYALREPAIR®-02 Chondroreparan® may only be performed by specialists who have
been duly authorized there to according to the local legislation and properly trained.

O0OBEM BBeIeHUS MaTepHala 1 MoA00p UHBEKIIMOHHOM UIJIBI ONPEENAeTCs BPadOM WHAWBUYAIBHO
B 3aBHCHMOCTH OT aHATOMO-(U3UOJIOTHYECKUX XapaKTEPUCTHK U COCTOSHUS cycTaBa. [Ipu Hammuuun
BBINIOTA B CYCTaBE€ PEKOMEHYETCs IIPeIBApUTENIbHAS dBAKyallrsl H3JIUIIHETO 00beMa CHHOBHUAIBHOM
KUIKOCTH.

B 3aBucumMoctu 0T pa3mepa cycraBa HEOOXOJUMO BBOJAWUTH B IMOJOCTh CycTaBa J0 2 MI
TUAJIPUIIAVIEP®-02 XOH,Z[pOpeHapaHT® 1 pa3 B 14 nneit B Teuenue 6-8 Henenb. [loBTOpHBIN

Kypc mpoBoautTcs uepe3 6-12 mecsieB. OJHOMOMEHTHO MOKHO MPOBOJUTH JIEUEHUE HECKOJIBKHX
CyCTaBOB.

TUAJIPUTIAEP®-02 XOHz[popenapaHT® OKa3bIBAECT BO3JCHCTBUE TOJIBKO Ha CyCTaB, B KOTOPBIN
BBOJIUTCS MaTepHUajl, CHCTEMHOTro 3¢ dekTa TUAJIPUIIAVIEP®-02 XOanopenapaHT® HE OKa3bIBACT.

JIIsi KOHEYHOro pe3yJsbTara MPOUEAYpPhl YPE3BbIYAHO BAKHO IPABUJIBHO BBIIOJHHUTH WHBEKIUIO.
Beenenne [MAJIPUITAMEP®-02 XOanopenapaHT® MOI'YT BBIIOJHATE TOJBKO CIELUAIHUCTEI,
MMEIOIIME HAa 3TO PA3PEIICHHE B COOTBETCTBHUM C MECTHBIM 3aKOHOAATEICTBOM M IPOLIEAIINE
crienuanbHoe 00yyeHHe M0 TEXHUKE BBEICHUS.

Typical product characteristics/ TunoBbie XapaKTepUCTHKH NMPOAYKTA

Colorless, transparent, viscous gel.

Appearance/ BaemHuii 81 . . N
pp a BecuBeTHBIH, IPO3paYHBIil, BI3KHIA T'€JIb.

Dynamic viscosity, mPa-s/

50 — 50000
Jlmnamuyeckas BA3KOCTh, Mlla-c
pH 6.0-8.0
Kucnorroe gucno, mr KOH/r / Not more than 1.0/ He 6oxee 1,0
Acid value, mg KOH/g
Sterility/ CrepunbHOCTD Should be sterile/ Jlommken ObITh CTEpHICH

Bacterial endotoxins, 1U/ml/

Not more than 2/ He 6onee 2
BbaktepuanbHble SHI0TOKCHHBL, He Oosee ED/mi
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Shelf life/ Cpok rognocTu
3 years.

3 rona.

Storage terms/ Pexomenayemble ycJIOBHSI XpaHEHUsI

To store in the place protected from the sun light at a temperature of +5 to +15 °C. Do not freeze. Do
not heat.

XpaHuTh B 3alMIIEHHOM OT COJHEYHOrO CBeTa MecTe npu temmeparype or +5 mo +15 °C. He
3amopaxuBarb. He HarpeBats.

Information about the registration of the product/ Undopmanus o perucrpanuu npoayKra
Registry certificate Ne ®CP 2010/06572 of 14.12.2012, validity — not limited.

Declaration of correspondence: registry number POCC RU.AC19.J7100007 of 15.12.2016, validity —
until 13.12.20109.

Peructpammonnoe ynocroepernne Ne ®CP 2010/06572 ot 14.12.2012, cpok pelicTBuiS — He
OTpaHUYEH.

Jlexnapamust cooTBeTcTBUs: peructpanuonHbii Homep POCC RU.AC19./100007, ot 15.12.2016,
cpok neicrus o 13.12.2019.

Other information/ Apyrasi ungopmamus

Production is manufactured in accordance with TY 9398-004-58568834-2009.

Quality Management System of the Company-manufacturer is certified according to the requirements
of EN 1SO 13485:2012.

[Tpoayxkmus usrorosnena B cootBeTcTBru ¢ TY 9398-004-58568834-20009.

Cucrema MeHEDKMEHTa KadecTBa KOMIaHMHM-TIPOM3BOIUTENS CEPTHQHUIMPOBAHA COTIACHO
tpeboBanusm EN ISO 13485:2012.



