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2mL/4mg partially hydrolysed Collagen

FORMULATION
Cocrtas 2 MA/4 M 4aCTUYHO TMAPONM30BAHHOIO KOareHa
DESCRIPTION Pre-filled syringe containing 2.0 ml of a sterile solution of 4 mg partially hydrolysed Collagen in phosphate buffer saline
I'Ipe,a,BapMTeano 3aMNONHEHHbIN wnpuu, cop,ep»(au.l,mﬁ 2,0 M CTEPUIBHOIO pacTeopa 4 Mr YacTuyHO rTMAPO/IN30BAHHOIO KO/11areHa B
Onucanue
docdatHom BydepHom pacTeope
Product Name: COMPOSITRON 2 Batch Number:
250825
HaumeHoBaHue npopykra: KOMMNO3UTPOH 2 Homep naptum:
Product Number: Man. Date:
CPT-22 2025-09
Homep npopykra: HAara np-Ba:
Storage: 15t025° C Exp. Date
9 o - P 2030-08
Ycnosusa xpaHeHus: or 15 a0 25°C CPpOK rogHoCTH:
TEST SPECIFICATIONS RESULTS
Tect Cneundmkauun Pe3ynbrarthl
Prions absence / OTcyTCcTBMEe NPUOHOB
Collagen polypeptides Mass spectrometry Complies
non"ne|11"A|,| KonnareHa MaCC-CI‘IeKTpOMETpVIﬂ COOTBECTByeT
ASSAY / Mpo6a
1.99

Collagen polypeptides mg/ml
MonunenTuasl KonnarexHa, mr/mn

1.90-2.10

Packaging Seal defects
AecheKTbl NaMKM YNaKOBKU

Visual inspection of seal defects of pouches/ BusyanbHblit KOHTpoNb AedekTos

naiku nakeTos

No seal defects / OtcytcTBUMe gedeKToB 3anavBaHus

Sterilization / Crepunusauusa

Sterilization indicators . . Complies
Indicators change to red / MHAWKaTOPbI MEHAIOT LiBET Ha KPACHbIi
UHauKaTopbl cTEepunu3auum Coorsectsyet
Certificate of irradiation released by sterilizator / Ceptudurat obayyeHus, Complies
CooTBecTByeT

Certificate of irradiation
Ceptucukar obnyueHus

BbIAAHHbIN CTEPUIN3ATOPOM

General Information / O6was nHpopmauus

Intra-articular, periarticular, intramuscular, intradermal and subcutaneous

Application
n implantations /
pumeHeHue BHYTpUCYCTaBHbIE, NEPUAPTUKYNAPHbIE, BHYTPUMBbILLEYHblE, BHYTPUKOXKHbBIE U MOAKONKHbIE UMMIAHTALMN
Packing Syringe pre-filled in laminated polyester-aluminium (ALU/OPA-PE) envelope
Ynakoska Mpea3anonHeHHbIN NpUL, B NakeTe U3 noanadpupantoMuHmuii namvHata (ALU/OPA-PE)

Tested by / TectuposaHo

Dr. M. Fiorini

Moo Al
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