nabGopa “Laboratory TOSKANI® LLC

TOCKAHM o) e phomedse M

o-Mma nloatoskani r

TECHNICAL BULLETIN
TEXHUYECKUI BIOJUIETEHD

Date of the document issue: the 20™ of April 2018

Jara Beimrycka qokymenra: 20 ampenst 2018 r.

Product name/ HaumeHoBaHie NPOAYKTA
HYALREPAIR®-10 Chondroreparant®, 2.0 ml
TUAJIPUTIAMEP®-10 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
Concentration range, % mass/

Components name/ HaumeHoBaHHe KOMIIOHEHTA o
Conep:xanue,% macc.

Zinc hyaluronate /I'nanyponar uuHka 05-0.7

Copolymer of hyaluronic acid with sodium
ascorbyl phosphate /MonudunupoBannas

THATyPOHOBAs KMCJIOTA: COIOJIMMED C 0.3-0.8
ackopomidocharom HaTpus
L-cysteine /L-Iuctenn 0.1-0.3
L-glutathione /L-T'nyratron 0.3-05
Sodium chloride /Hatpus xnopua

0.1-0.2
Phosphate buffer /®ocdarusiii 6ydep 1.0
Water for injections/ Boga asist uHbekuit Up to 100 /mo 100

Pharmaceutical form/ ®opma Bbinycka

2.0 ml of HYALREPAIR®-10 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.

TUAJIPUITAMEP®-10 Xoumpopemapaut” mo 2,0 Ma B crekmsHHoM mmpume ¢ Luer-Lock
HakoHeuyHHKoM. Cozepxxkumoe ctepwibHo. Hlnpuir ¢ marepuansoM, 2 STHUKETKM JUIs Bpaua,
MPUKpEIUIEHHBIE K IIMPHILY, BJIOXEHBI B 3anedaTaHHblii onmctep. [lo omHOMY Onmuctepy BMecTe C
MHCTPYKIIKEH 110 MPUMEHEHUIO B MaYKe 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 ynmakoBka — 1o 42 nadyku B rogpokopode pazmepom 309 x 302 x 257 mm.

Characteristics and properties of the product/ XapakTepucTuku U cBolicTBa NPOIYKTa
HYALREPAIR®-10 Chondroreparant® contains a unique form of high-purity modified hyaluronic
acid obtained by bacterial fermentation with addition of hyaluronic acid copolymer with sodium
ascorbyl phosphate, L-cysteine and L-glutathione.

TUAJIPUIIAVEP®-10 XonmpopenapanT® COIEpXHT YHHKAIBHYIO (GOpMy MOIHGUIMPOBAHHOM
THAJlypOHOBOM  KHCJIOTBI BBICOKOM CTENEHM OYMCTKH, IIOJy4yaeMoW myreM OaKTepualbHON
dbepmeHTanuu, ¢ 700aBICHUEM COIOJIMMEpa FHalypOHOBON KUCIIOTHI ¢ ackopouidochaTom HaTpus,
L-iucrenna u L-rmyratnona

Indications for use/ Iloka3aHusi K MPUMeHEHHIO

HYALREPAIR®-10 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®-10 XOanopenapaHT® UCIIOJIB3YETCS B CHOPTHUBHOM MEAUIIMHE, PEBMATOJIOIUH,
TPaBMAaTOJIOTUHU, OPTOIEAUN U YEIIOCTHO-JIIMLEBOU XUpYypruu. Jlomyckaercs K BHYTPUCYCTaBHOMY
BBEJICHUIO BO BCE CYCTABHI.

IIpumensercs:

1. B cocraBe KOMIUIEKCHOM TEpaIuy MpHu:

— JneyeHuu octeoaptposa I-1II cragum koneHHOro, Ta300€IPEHHOrO0 W APYIHMX CUHOBUAIBHBIX
CYCTaBOB JIET€HEPATUBHO-IUCTPOYUUECKOTO UM TPABMAaTHUYECKOTO TPOUCXOKACHHUS;

— HEeOOXOJMMOCTH YITYYIICHHUS BA3KOAIACTUUHBIX U 3AIIUTHBIX CBOWCTB CHHOBHAJIBHOM >KUAKOCTH
CyCTaBOB;

— JIeTeHEePaTUBHO-TUCTPO(YUUECKHX COCTOSIHUAX CBSI30YHOTO allapaTta, COeIUHUTEIbHO-TKAaHHBIX U
XPSIILEBBIX CTPYKTYD;

— apTpUTax B CTAAUU PEMUCCHH.

2. Jlns npopUIAKTHKH JereHepaTUBHO-AUCTPOPHUUECKUX 3a00J€BaHUM OMOPHO-ABUTATEIHHOTO
anmapara.

3. B nepuoj peabunuTayu nocie nepeHeceHHbIX TPaBM U ONEPaTUBHBIX 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®-10 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®-10 Chondroreparant™ produces the effect only on the joint into
which the gel is injected, HY ALREPAIR®-10 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®-10 Chondroreparant® may only be performed by specialists who have
been duly authorized there to according to the local legislation and properly trained.

OO0bEM BBeeHUs MaTepHalia U 1Moa00p UHBEKIIMOHHON UTIIbI ONPeNeseTCs] BpauOM HHIWBHIYaTbHO
B 3aBUCHUMOCTH OT aHaTOMO-(PU3UOJIOTUYECKUX XapAaKTEPUCTUK U COCTOSIHUS CYCTaBa.

[Ipu Hamu4uM BHINIOTA B CyCTaBe PEKOMEHAYETCs MpeBapuTeIbHas dBaKyallds HU3JIMIIHET0 00beMa
CUHOBUAJIbHOM KUJIKOCTH.

B 3aBucuMoctu 0T pasmepa cycraBa HEOOXOAMMO BBOJUTH B IOJIOCTh CyCTaBa 10 2 MII
TUAJIPUTIAEP®-10 XOHI[popeHapaHT® 1 pa3 B 14 nneii B Teuenue 6-8 Henenb. [1oBTOpHBIN Kypc
npoBoautcs depe3 6-12 mecsueB. OAHOMOMEHTHO MOKHO IPOBOAUTH JICYEHHE HECKOJIbKHX
CyCTaBOB.

TUAJIPUIIAVIEP®-10 XOH,I[pOpeHapaHT® OKa3bIBa€T BO3JEHCTBHE TOJBKO HAa CYCTaB, B KOTOPBIN
BBOJIUTCS] MaTe€pUal, CHICTEMHOTO ddeKTa TUAJIPUITAMEP®-10 XOHﬂpopeHapaHT® HE OKa3bIBACT.

JUIs KOHEYHOro pe3ysibTaTa IpOLEAYpbl Ype3BbIYAHO BAYKHO NPABUIIBHO BBINOJIHUTH MHBEKLHUIO.
Beenenne TMAJIPUITAMEP®-10 XomapopemapanTX MOTYT BBIIONHATH TOJNBKO CIIGIIHAINCTEL,
HUMEIOIUE HA ITO Pa3pelIEeHUE B COOTBETCTBHMM C MECTHBIM 3aKOHOAATEIBCTBOM MU IPOIIEIIINE
crelnuaibHOe 00y4eHHE 110 TEXHUKE BBECHUSI.

Typical product characteristics/ TunoBble XapaKTepHCTHKH MPOAYKTA

Colorless, transparent, viscous gel.

Appearance/ Baemmauii Bu o N .
pp A becIBeTHBIH, TPO3payHbIi, BSI3KUH Tellb.

Dynamic viscosity, mPa-s/

50 — 50000
JluHamudeckas BA3KOCTh, MIlac
pH 6.0-8.0
Kucnornoe uucno, mr KOH/r / Not more than 1.0/ He 6oxaee 1,0
Acid value, mg KOH/g
Sterility/ CrepunbHOCTB Should be sterile/ Jlomken ObITh cTEpUIICH

Bacterial endotoxins, 1U/ml/

Not more than 2/ He Goiee 2
bakTepuanbabie YHAOTOKCHHBI, 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 COJIHEYHOIO CBETAa MeCTe Ipu Temieparype ot +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.



