CERTIFICATE OF ANALYSIS
[CEPTUOPUKAT AHAJIM3A

Document Number
Homep AokymeHTa Tv.23.01
Publication Date
Jlata ony6amKkoBaHus 7/31/2023
Revision No o1
N2 nepecmotpa
Revision Date
[lata nepecmotpa 6/30/2023

FORMULATION
CocTas

10mL/10mg partially hydrolysed Collagen
10 Mn/10 Mr YaCTUYHO rMAPOIM30BAHHOIO KOoJ1areHa

DESCRIPTION
OnucaHue

Pre-filled syringe containing 10.0 ml of a sterile solution of 10 mg partially hydrolysed Collagen in phosphate

buffer saline

MpeABapuUTENbHO 3aMoJIHEHHbIN WNPKL, cogepxatymii 10,0 M cTepuibHOro pacteopa 10 Mr yacTMyHO

r'MApPOJIM30BaHHOrO KosinareHa B ¢ocpaTtHoM 6ydepHOM pacTBope

Product Name: COMPOSITRON R Regain Batch Number: 260046
HaumMeHoBaHMe npoaykKTa: KOMIMO3UTPOH R Regain Homep napTtum:
Product Number: CPT-110 Man. Date: 2026-01
Homep npopykTa: HaTta np-Ba:
Storage: 15t025°C Exp. Date 2030-12
YcnoBus XxpaHeHUs: ot 1580 25°C CpOK rogHoOCTH:
TEST SPECIFICATIONS RESULTS
TecT Cneuundumkauunm Pe3synbTaTthl
Prions absence / OTcyTcTBME NPUOHOB
Collagen polypeptides Mass spectrometry Complies
MonunenTuabl KonnareHa Macc-cnekTpomeTpus CooTBecTByeT
ASSAY / Npo6a
Collagen polypeptides mg/ml 0.90-1.10 1.05

MonunenTuabl KonsareHa, Mr/mn

Packaging Seal defects
DedekTbl Nanku ynakoBKMU

Visual inspection of seal defects of pouches/ BusyanbHbiit KOHTpOIb
AedeKToB Naiku NakeToB

Sterilization / Crepunusauusa

Sterilization indicators

. < Complies
NHpaukaTopsbl Indicators change to red / VIHAMKaTOPbI MEHSIIOT LIBET Ha KpacHbI CootsecTayeT
cTepuausauum
Certificate of irradiation Certificate of irradiation released by sterilizator / Ceptudukar o6aydeHus, Complies
Ceptucdukar ob6nyyeHus BbIJAHHbIN CTEPUIN3ATOPOM CootBecTByeT

General Information / O6was uidopmauus

. - Intra-articular, periarticular, intramuscular, intradermal and subcutaneous
Application implantations /
MpumeHeHne BHYTPUCYCTaBHbIE, NEPUAPTUKYNSPHBIE, BHYTPUMBILLIEYHBIE, BHYTPUKOXHBIE U MOAKONKHbIE UMIIAHTALMN
Packing Syringe pre-filled in laminated polyester-aluminium (ALU/OPA-PE) envelope
YnakoBkKa MpeA3anonHeHHbIN NpULL B NakeTe U3 NonadupantoMuHmii nammHarta (ALU/OPA-PE)

Tested by / TectupoBaHo

Approved by / Opo6peHo

Dr. M. Fiorini
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No seal defects / OtcyTcTBME AedeKTOB 3anamBaHus
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