CEPTUDIKAT AHAJI3Y

[Tpoxykr I'IAJIO4 TIJIFOC kpem— 1y6a 25T
Homep cepii FIDIA H09340

Kon FIDIA 10000636

JlaTa BITOTOBIESHHSA Bepesers 2024 p.

Jlara aHamizy
TepMIH IIPUIATHOCT]

Kgirens 2024 p.
Bepesens 2027 p.

Honep 3armcy Mpo aHami3 040000025207
TECTH MEKI CHEL!H(I)‘IIQA!!IT PE3VILTATH
SoRHITIHIT BRI, Amominiepa TyGa, IO MICTHTD pianmosinac
Gimmit xpeM Ge3 CTOPOHHIX
JOMIIIIOK
[nenri(ikaIis rianypoHary [TosHTHBHIIT MO3HTHBHHIL
HaTpixo (HaTpieBa cinb
rianypoHOBOI KIICIIOTIL)
BuMicT TianypoHATy HaTPiro 1,8- 2,2 MriT 2,2
Inenrrdixarist cynbdaniasHiy [TosHTHBHHI 10 3H THBH I
cpibna
BuicT cyimn (pagiasnHy cpima 9,0-11,0 /T 9,8
OAHOMAHITHICTD JO30BaHOi BarH  Bimmosifae Bianosigae
Tumamitxa B’ s3KicTdb (25°C 400 - 1300 mlla-cex 1049
D=175s-1)
Pieens pH (5% w/00 y BOAL) 5,5-70 6,8
Posmip:
- MikpoKpHcTanis cymbdamiasiny  2-30 MM Bianosimae
cpibia
- THTTi/E] MIKPOKPATUIL 2-30 MEM pignosimae
MikpoGHa KOHTaMIHAIL:
- BaranbHa KUTHKICTH aepPOSHIX <100 KYO/r <1
MiKpOOPraHizMiB
- ZaranbHa KUTBKICTh <10 KYO/r <1
IPLKJUKIB/TPHOKIB

- 3pHuaiil TTaToreHH
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CERTIFICATE OF ANALYSIS

Product

FIDIA lot number

FIDIA code number
Manufacturing date
Assay date

Expiry date

Analysis record number

TESTS

Appearance

Identification of Sodium Hyaluronate
(Hyaluronic Acid Sodium Salt)
Sodium Hyaluronate content
Identification of Silver Sulfadiazine
Silver Sulfadiazine content
Uniformity of dosed weight

Dynamic viscosity (25°C D=175 s)
PH (5% wiv in water)

Size of:

- Silver Sulfadiazine micro-crystals
- Lipidic micro-drops

Microbial Contamination:

- Total aerobic microblal count (TAMC)

- Total combined yeasts/moulds
- Common pathogens

@-CONFORM o NO

: HYALO4 PLUS Cream ~ 25 g tube
1 HO9340

: 10000636

- March, 2024

: April, 2024

* March, 2027

: 040000025207

SPECIFICATION LIMITS RESULTS

aluminium tube containing white
cream, free from forelgn particles complies

positive positive
1.8 -2.2 mgly 2.2
positive positive
8.0 - 11.0 mglg 9.8
complies complies
400 ~ 1300 mPa-sec 1049
55-7.0 8.8
2-30um complies
2-30um complies
£ 100 CFU/g <1

.S 10 CFU/g <1
ent/1g absentin 1g
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Dr. Luca Pirrone
Head, Quality Control Department

UKRAINA /| EUROLEK & EQUIPMENT S.r0./P.O, 22/2023
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Product - . HYALO4 PLUS Cream - 25 ¢ tube

FIDIA ot number 1 H09340

FIDIA dode number : 10000636

Manufacturing date : March, 2024

Assay date : April, 2024

Explry date - March, 2027

Analysis record number © 040000025207

TESTS SPECIFICATIO.N LIMITS RESULTS
Appearance aluminlurn tube sontaining white

‘cream, free-from forelgn‘parﬂcles complies
Identification of Sodium Hyaluronate

(Myaluronic Acid Sodiunm Salt) positive: positive
Sodium Hyaluronate content 1.8 -2.2 mglg 2.2
identification of Siiver Sulfadiazine positive: positive
Siver Sulfadiazine content 9.0 = 11.0 malg 9.8
Uniformity. of dosed weight ‘complies complies
Dynhamic viseosity (25°C D=175 s1) 400~ 1300 mPa-sec 1049

pH (5% wiv in waler) 55-7.0 6.8

Size of:

- Silver Sulfadiazine micro-crystals 2 — 30 pm complies
- Lipidic micro-drops 2 —30 4m complies
Migrobial Gontamination:

- Total aerobic microplal count (TAMC) <100 CFUlg <1

- Total combined yaasts/moulds count (TYMC) £10 CFU/g <4

- Common pathogens absent/1 g absentin1g

#CONFORM o NOT CONFORM

Dr. Luca Pirrone
Head, Quality Control Department

UKRAINA / EUROLEK & EQUIPMENT S.r.0./ P.O. 2212023
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