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e legal address: iopudngia adpeca:
: 1106, Budapest, Keresziin at, 30-38, 1106, ». Bynanewr, sy, Kepecrypi, 30-38,

@ EGIS Hungary Vropummsa
acinal address: gaxmuyna adpeca;
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Hungary Yropmpna
Phone: 36-1-803-5554 Tenedion: 36-1-803-5554
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CERTIFICATE OF ANALYSIS / CEPTH®IKAT AHAJIZY
Ne%: 676K/2024/C-TV

Name of the Product: / Hydrofemin PLUS, vaginal gel 75 g/
Hazna nponyxry: Tiapogeatin ITHIOC, parinansmaii rens 75 ¢
Analysis number: / KGY/2024/896 Batch Ne: / Cepia No: T485A0224
Homep ananizy:
Date of analysis: / 26.02.2024, Manufacturing date: / 02,2024,
Hara ananizy: . Jara pupo6uniTea;
Expiry date; / 02.2026.
TepumiH opunarnocri:
Tests / BunpaGoayeanns Results f Pesvnsmaniu Requirements / Bustozi
Identification by assay of Iactic acid (HPLC): / complles / sianonipac to conform / mac mignonigara

Inerrmudinauis no kimsxicnomy prsHayemTo

Mosasaot rienot (BEFX):

Identification by assay of sodium-hyaluronate complies / pignonigae to conforrm / aae BignosiraTx
{BPLC):!/ Inerrmidpixanis mo KinsxicHomy

BHIHTICHHI HATDilo-rianyponary (BEFX):!

Appearance: / Onuc; coriiplies / signosinac komogeneous gel without knots / onuopiaunii rems,
Ges rpynouoi

Colour: / Konip: complies / nixnopiaae colourless, tranusparent / GeaGapmut, nposopsii

Odour: / 3anax: complies / pinnosinae almost adourless / matisie Ges 3anaxy

Mechanical impurity: / Mexamiuni nenrouernes: complies / pisnosigae free from mechanical contamination / Ges
MexaHivHuX 3a6pyHenn

Filling mass: / O6°em nanosuenus: 80,63g/r 80,00 — 82,40 g/ 30,00 - 82,40 ¢

Squeezable filling mass: O6’em nanosHeHEA, we  Sg/r not less than 75 g/ e nemue 75 ¢

CTHCKACTRCA:

Flow point (G’=G" point): / Temnepatypa 119Pa/Ila 100-140Pa/ 100~ 140 Tfa

Tekydocti (G’ = G* touxa, [Ta):

Acidity (pH): / Knenoicts (pH): 4,0 35—-45

Assay of Iactic acid (HPLC): f Kinnxicee 93,6 % 90,0 - 110,0 %

BH3HEMENHR MoNouHoT icnotH (BEPX): :

Assay of sodium-hyaluronate (HPLC): / 94,2 % 80,0—-120,0 %

Kinuidene susuauenns narpio-rianyporary

(BEFX):

Assay of eaprylyl glycol (GC): / Kinsxdene 105 % 50--120%

BH3HACIHA Kenpuain mikomo (I°X)
Microbial quality: / MikpoGionoriuna amerora:

Total acrobic microbial count (TAMC): / Saramena < 10 gir not more than 10* CFU/g / e Ginsine 102 KYO/r
KinbKicTs Bepofiix Mixpoopranissin {TAMC):

Total yeasts and moulds count (TYMC): / <10g/r not more than 10 CFU/g / e Ginsme 10 KYQ/r
Suraneua kinekicTs mpixmxoBict | micHaBx .

rputis (TYMC):

Psendomonas aeruginosa; complies / pigmoinae 0 CFU/Mg/0KYO/lr

Staphylecoceus aurens: contplies / nigroninac 0 CFUM g/0KYO/l

Candida albicans: = complies / sianoninac 0 CFUA g/0KYVO/T v

! — skip test {only every 10" batch is tested, but at Teast one batch in each year) / HEpyTuHHe BUNPoGOBYBaHS {TecTyernca nume
xosicua 10-Ta cepls, ane npunativai oana cepis IOPOKY)

I certify hereby that the sbove product corresponds Technlcal Regulations and Certificate of Conformity Ne UA, TR.098.0315-20 dated
25.11.2020. / LuM a2 3aceizuyio, mo sasmayennd npoaykT pinnoninac Texuiuno rnaneHTy ta Ceprudikary Binnosimmocti Ne
UA.TR.098.0315-20 nig25.11.2020.
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