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FORMULATION
CocTaB

2mL/10mg partially hydrolysed Collagen
2 Mn/10 Mr 4aCTUYHO FMAPOIU30BAHHOIO KolareHa

DESCRIPTION
OnucaHue

Pre-filled syringe containing 2.0 ml of a sterile solution of 10 mg partially hydrolysed Collagen in phosphate buffer

saline

MpepBapuTENbHO 3aMONHEHHDBIN LWNPUL, coaepxalimii 2,0 Ma cTepubHOro pacteopa 10 Mr 4acTUYHO
rMAPOJSIM30BaHHOIO KosinareHa B pocpatHom 6ydhpepHoM pacTBope

Product Name: COMPOSITRON 5 Batch Number: 260481
HanmeHoBaHue npopykra: KOMMO3UTPOH 5 Homep naptum:
Product Number: Man. Date:
Homep npoaykTra: CPT-52 DaTa np-Ba: 2026-06
Storage: 150 25°C Exp. Date 2031-05
YCNoBUA XpaHeHuUs: ot 15 5o 25°C CpoOK rogHoOCTH:
TEST SPECIFICATIONS RESULTS
Tecr Cneuundukauun PesynbTaTthl
Prions absence / OTcyTcTBMEe NPpUOHOB
Collagen polypeptides Mass spectrometry Complies
MNonunenTuabl KonnareHa Macc-cnektpomeTpus CootBecTByeT
ASSAY / Npo6a
Collagen polypeptides mg/ml 4.90-5.10 499

MonunenTuabl KonnareHa, Mr/mn

Packaging Seal defects
DedekTbl NanKu ynakoBKu

Visual inspection of seal defects of pouches/ BusyanbHblit KOHTPO/Ib
AedeKkToB Nalkun NakeTos

No seal defects / OtcyTcTBME AedeKTOB 3ananBaHus|

Sterilization / Crepunusauus

Sterilization indicators

. . Complies
UHpukaTopsbl Indicators change to red / UHAMKaTOPbl MEHSIOT LLBET HA KPacHbI COOTBE’ZTB er
cTepunusauumn Y
Certificate of irradiation Certificate of irradiation released by sterilizator / Ceptudukar o6y4eHms, Complies
CepTudukar obnyuyeHus BbIAAHHbIN CTEPUIN3ATOPOM CootBecTByeT

General Information / O6was nipopmauus

R . Intra-articular, periarticular, intramuscular, intradermal and subcutaneous
Application X .
implantations /
NMpumeHeHune
BHYTpUCYCTaBHble, NEPUAPTUKYNAPHbIE, BHYTPUMBILLIEYHbIE, BHYTPUKOXHbIE U MOAKOXHbIE UMMNIAHTaLUN
Packing Syringe pre-filled in laminated polyester-aluminium (ALU/OPA-PE) envelope
Ynakoska MpeA3anonHeHHbIN NpUL, B NaKeTe U3 NoanadbupantoMuHuii nammHata (ALU/OPA-PE)

Tested by / TectupoBano

Approved by / Opo6peHo

Dr. M. Fiorini
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Mouo Fanic

MNepenaH vepes Jnaaok 09.10.2026 16:48 GMT+03:00;
e5a00182-2cc0-4716-b8f4-d569697f0b84
CtpaHuua 113 2



MaeHTndukatop aokymeHTa e5a00182-2cc0-4716-b8f4-d569697f0b84 - |

[okyMeHT nognucaH n nepegax vyepes onepatopa 310 AO «[N® «CKB KoHTyp»

OpraHusaums, COTPYAHUK [loBepeHHOCTb: per. HOMep, CepTudukat: cepuiiHbIn [aTa v Bpemsi noanucaHuns
nepvog AencTensa n ctatyc HOMep, nepvoa AencTeuns
Moanucu @ O6LWecTBO C OrpaHNyYeHHoM B 21363263-44cc-4af9-94fa-132296ae4439  37E7093141E4C2B24000302601 09.710.2026 16:48 GMT+03:00
oTnpaBuTens: oTBeTCTBEHHOCTbO "MKHT UmnopT" ¢ 08.04.2026 00:00 no 10.04.2028 23:59 9D7103 Moanuck cooTBeTCTBYET daiiny
EropoBa WpuHa BuktopoBHa GMT+03:00 ¢ 09.04.2026 09:42 no JOKyMeHTa
[Joeeputenb: 000 "MKHT UmnopT" [loBepeHHOCTb MpoLua NpoBepKy 09.04.2027 09:52 GMT+03:00

CtpaHuua 2 ms 2



	Compositron 5

