A\ Mastelli

Certificate of Analysis

Annex 1—-SOP 001CQ

CepTtudmkar aHanmsa

NMpunoxerHue 1 — SOP 001CQ

CHRONOTRON / XPOHOTPOH

Mastelli Code / Koa Mastelli

Batch / NapTua

Expiry date / Cpok roaHocTm

MDO034VRU 2604784A 2029-03
Test / Test / Tect Specifiche / Specification / | Risultati / Result /
Pe¢depeHTHbIe 3HaYeHUA Pesynbrar
Aspetto (metodo visivo) Gel limpido e incolore Conforme
Appearance (visual method) Clear and colorless gel Complies
BHewHW BuA, (susyanbhblii metoa) Mpo3pauHbii 1 GecuBeTHbIN renb CooTtBeTcTBYET
pH (Ph.Eur. edizione corrente)
pH (Ph.Eur current edition) 6.5-75 7.1
pH (Esp.®apm., Tekywiee nsganme)
Osmolalita, mOsm/Kg (Ph.Eur. edizione corrente)
Osmolality, mOsm/Kg (Ph.Eur current edition) 270 — 330 291
OcmonanbHOCTb, MOCM/KT (EBp.®apm., Tekyluee
u3paHue)
Identificatione (Polinucleotidi) (metodo interno) Conforme Conforme
Identification (Polynucleotides) (Internal method) Complies Complies
NaeHtTnduraumus (MonuHykNeoTabl) (sryTpeHHmit CooTsetcTayer CooTsercrayer
meTon)
Titolo (Polinucleotidi), mg/mL
(metodo interno)
Assay (Polynucleotides), mg/mL 18— 22 20
(Internal method)
CopepraHue (MonnHykneotnapi), Mr/mn
(BHYTpEHHMIA meToA) ~ ]
Viscosita, cP (metodo interno)
Viscosity, cP (Internal method) > 4000 36540
BaskocTb, cl1 (sBHyTpeHHuit meTop) ]
Densita relativa (Ph.Eur. edizione corrente)
Relative density (Ph.Eur current edition) 1.00-1.10 1.00
OTHOCUTENbHAA NNOTHOCTD (EBp.dapm., TekyLlee
“3ganue) B
Densita 20°C, Kg/m?3 (Ph.Eur. edizione corrente)
Density 20°C, Kg/m3 (Ph.Eur current edition) 998.20 — 1098.02 1000.70
MnoTHocTb npu 20°C, Kr/m3 (Esp.dapm., Tekywee ' ' '
usnaHue)

Quality Control Manager / Signature / Approval Date /
MeHeaxep No KOHTPOIO KavecTBa Mognuceb Hata of06peHun
VECCHIO Fabio Carlo / X yeCchh'o FABLO  atwo

Bekkuno ®abuo Kapno

SUWVIA  Vuan &QX}\_,-

02/07/2026

"This document is confidential and the information contained therein is the property of Mastelli Srl.

This document can only be disclosed with prior written authorization". /
KOHGUAEHUMANBHBIM, U coAepiKallianca B Hem uHbopmauma AsnaeTca cobcTBeHHOCTbio Mastelli Srl. 3ToT aokymeHT

MOTyT 6bITb pa3rnaweH ToAbKo € NpeaBapuTeIbHOro NMCbMEHHOIO paspeweHnar»,

MepepaH yepes lnafok 23.1 Dq.gé

d4ge118fR@E 4

«3TOT [AOKYMEHT ABAseTcA

26 16:04 GMT+03:00;,
v d1 kg3

CtpaHuua 113 4

@



/\A M qSteI Ii Certificate of Analysis | CepTudukar aHanmsa

Annex 1-SOP 001CQ Mpunoxkenne 1 — SOP 001CQ

CHRONOTRON / XPOHOTPOH

Mastelli Code / Kog Mastelli Batch / NapTua Expiry date / Cpok rogHoOCTH
MDO034VRU 2604784A 2029-03

Specifiche / Specification / | Risultati / Result /

Test / Test / Tecr
/ / PedepeHTHble 3HaueHun Pesynbrar

Densita 4°C, Kg/m?3 (Ph.Eur. edizione corrente)
Density 4°C, Kg/m? (Ph.Eur current edition)
NaoTHoCTb Npu 4°C, Kr/m3

(EBp.®apm., Tekyllee usgaHue)

Peso impiantabile, g (Ph.Eur. edizione corrente)
Implantable weight, g (Ph.Eur current edition)
NmnnaHnTupyembiit Bec, I (Esp.dapm. Tekyuiee
nspanue)

Particelle visible e subvisibili > 10um, per fiala,

{(Contaminazione da particolato particelle subvisibili
Metodo 2)

Visible and sub visible particles 2 10um, per

ampoule (Particulate contamination sub-visible particles <3000 <1
Method 2)

Bugnmble n cybsranmoble yactvupl = 10 MKM, B

999.97 -1099.97 1002.47

2.0-2.2 2.2

aMnyne (3arpasHEHHOCTb MeXaHUYeCKUMM
BK/OYEHMAMM, HEBMANUMBIE HACTULIbI, MeToZ, 2)

Particelle visible e subvisibili > 25um, per fiala
{Contaminazione da particolato particelle subvisibili
Metodo 2)

Visible and sub visible particles > 25um, per

ampoule (Particulate contamination sub-visible particles <300 <1
Method 2)

Bugumebie n cybsugmmoble yactuupbl = 25 MKm, B

amnyne (3arpAasHEHHOCTb MexaHUYeCKUMu
BK/OYEHUAMM, HEBUAVMbIE YaCTULbI, MeToZ, 2)

Sterilita (Ph.Eur. edizione corrente) Sterile Sterile
Sterility (Ph.Eur current edition) Sterile Sterile
EepPUNBLHOCTL (Ep.Papm., Tekylee nsgaHue) CrepunbHo CTepusibHO

Quality Control Manager / Signature / Approval Date /
MeHeaep No KOHTPO/IIO KayecTsa lognuco [ata opobpeHusn
VECCHIO Fabio Carlo / K Velcho fAB0 Ao
Bekkuno ®abuo Kapno SUM A Vure f\f—Q,L"\a-—
"This document is confidential and the information contained therein is the property of Mastelli Srl.
This document can only be disclosed with prior written authorization". / «3ToT aoKymeHT sBnseTcs

KOHOMAEHUMENbHBIM, W COAEPIKALLAACA B HEM WHPOPMaLMA ABAseTcA coBCTBeHHOCTLIO Mastelli Srl. 3ToT aokymeHT
MmoryT BbITb pasrialleH TOAbKO C NPeABAPUTENILHOMO MUCbMEHHOTO pa3pelleHns».

MepepaH yepes [inafok 23.10.2026 16:04 GMT+03:00Q;,
d4ge118PPEE4 Tﬁﬁih&&flﬂ&]z
CtpaHuua 2 u3 4

02/07/2026




/\A M GStel Ii Certificate of Analysis | Ceptudukar aHanmsa

Annex 1 -SOP 001CQ MNpunoxenne 1 —SOP 001CQ,
CHRONOTRON / XPOHOTPOH
Mastelli Code / Koa, Mastelli Batch / MapTtua Expiry date / Cpok rogHocTH
MDO034VRU 2604784A 2029-03

Specifiche / Specification / | Risultati / Result /

Test / Test / Tect
/ / PedepeHTHble 3HauYeHus Pesynbrar
Endotossine batteriche, EU/mL (Ph.Eur. edizione
corrente)
Bacterial endotoxins, EU/mL (Ph.Eur current edition) <7 <7

BakTtepnanbHble 3HAO0TOKCUHBLI, ME/Mn
(Esp.®apm. Tekyluee nsnaHue)

Conforme con le specifiche interne

Confezionamento (metodo interno) Complies with internal Conforme
Packaging (internal method) specification Complies
YNaKOBKa (BHYTpeHHW meToz) CooTBeTCcTBYET BHYTPEHHUM CooTtsetcTBYET
cneundukauma
Quality Control Manager / Signature / Approval Date /
Menen)ep NO KOHTPOALO KayecTBa MNMognucb Hata opobpeHna
Vv HIO Fabi I c (V)
ECC abio Carlo / X VEtteria  PAB AT 02/07/2026
Bekkno ®abuo Kapno SLW A Vi

"This document is confidential and the information contained therein is the property of Mastelli Srl.

This document can only be disclosed with prior written authorization”. / «3ToT JOKyMeHT sBnseTcs
KOHOUAEHUMANBHBIM, U COAEPKALLAACA B HeM UHPopMaUma asaseTca cobeTBeHHocTbio Mastelli Srl. 3ToT OOKYMEHT
MOTYT BbITb pa3rnaller ToAbKO C NPeaBapUTebHOMO MMCbMEHHOTO PaspeilleHns».

MepepaH yepes [inafok 23.10.2026 16:04 GMT+03:00.,
d48e11 sfp@g4agefﬁp1b§1 4&%&1&123
CtpaHuua 3 3 4
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