PHARMASTER
Z.). de Krafft
67150 Erstein - France

| CERTIFICATE of ANALYSIS / CEPTU®UKAT UCMbITAHMAA:

Quixx aloe nasal spray 30 ml
Cnpeil HazanbHbIil Keukc® anoa

Berlin Chemie ltem Code
Kod uadenust "Bepnun-Xemu™ F119785 coa@berlin-chemie.de
(Berlin Chemie).
Analyss method No. 3 MALOOS rev07 Product code. 7993
Ne memo0a ucreimanud. Kod npodyxkma:
Test no. / Ne uensimanusi: 18/04/24-188 Batch No. / Ne cepuu: 242014
Manufacturing date . 16/04/2024 Expiry dqte » 04/2027
Hama u320mosneHus. Cpok 200HoCMU.
SPECIFICATIONS /
RESULTS / PE3YIbTATbI CTELV®MKALIAN
CHARACTERISTICS /
XAPAKTEPUCTUKHU
Aspect / BHewHull 8ud ~ Clear solution Clear solution /

Colour / Ligem

Slightly yellow solution

~ |Colourless or.slightly yellow

[pospayHbill pacmaop

solution / Becusemubill unu -

crieaka xenmeld pacmaop
Smell / 3anax Characteristic-odour Characte‘rlstlcvobdour /
XapakmepHblll 3anax
pH / 3RaveHue pH 72 5010 8.0
. - v 270 to 320 mosmol/kg /
Osmolality /- QcmonsaneHocms 294 mosmol/kg 270 — 320 Mocmosb/ke
Tast / Menbimaie '
Aloe vera (Limit test) / Anos eepa Pass Pass / Mpoxodum ucnsimarue
(MpedensHoe ucnbimanue) :
Total halogens (in vN“aCl) / , 8.010 10.0 g/l /
CodepxaHue 2aio2eHos (e 9.1/ 18,0~ 10,0 2/nt
nepecyeme Ha NaCl) ' ' ;
According to current European
MICROBIOLOGY / Ehamagopook dhepir 5141
MMKPOEMOJ‘IOI“‘ UYECKUNE delicmeyiouluM UdaHUEM
UCCIIEQOBAHUA Esponelickoll chapmakoneu, 4.
5.1.4.
) . 2
TAMC / OKAM <1 CFU/ml s 102 CFUImi{
s 10° KOEMn
TYMC / OKAIr <1 CFUMI <10 CFU/ml/
< 10" KOE/Mmn
Staphylococcus aureus Absence/ml Absence/ml Omeymems./un
Pseudomonas éeruginosa Absence/ml Absence/ml Omcymerne./mii

COMMENTS /
KOMMEHTAPUU

N/A
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QUALITE MICROBIOLOGIQUE DES PRODUITS FINIS

Selon la Pharmacopée Eu

ropéenne en vigueur, chapitre 5.1.4

According to current edition of European Pharmacopeia, chapter 5.1.4

~|code produit

Baich number

Product name Quix X‘ SOFT30mL 1 | Product code : 22?3

Demande d'analyse
Analysis order

- 18/04/24-187

Méthode d'analyse

Analysis method IKO18

Date d'analyse
Analysis date

 23/04i2024

DENOMBREMENT DES GERMES AEROBIES TOTAUX (DGAT) ET DES LEVURES ET MOISISSURES TOTALES (DMLT)
Total Aerobic Microbial Count (TAMC) and Total Yeast and Mould Count (TYMC)

Specifications DGAT [ TAMC DLMT / TYMC
Specifications
(UFC /:ml. de prodglt) <102 <10'
(CFU /mL of product) j
Résultats / Results DGAT/ TAMC DLMT / TYMC
(UFC / mL de produit) | T T T
(CFU/ mL of product) - <TUFC f“‘»— B ~ <1UFC fmL

RECHERCHE DES GERMES SPECIFIES | TEST FOR SPECIFIED.MICRO-ORGANISMS

Spéci.f'!cat.ions Pseudomonas geruginosa Staphylococcus aureus
Specifications L : ,

(/ mL de produit) » \ I A :
/L de product) Absence / Absence Absence / Absence
Résultats/ Results Pseudomonas aeruginosa Staph ylococcus aureus

{(/ mL de produit) e
{(/ mL of product} AbS?"",‘" I~,’mL Absence , mL
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CERTIFICATE of ANALYSIS:

= ) s S YMERLAD QU'XX SOFT l QUIXX ALOE
PHARMASTER 30 ML NASAL SPRAY

Berlin Chemie ltem Code: F154092 coa@berlin-chemie.de

Analysis method No. MALQO5 rev07 Product code 223

Test No. 18/04/24-188  |Batch No. 242014

Manufacturing date 16/04/2024 Expiry date 04/2027

RESULTS SPECIFICATIONS

CHARACTERS

Aspect Clear solution Clear solution

Colour Slightly yellow solution Cologrl‘ess to slightly yellow
solution

Smell Characteristic odour Characteristic odour

pH 72 . |5.0t0 8.0

Osmolality 294 mosmol /Kg 270 to 320 mosmol /kg

TEST

Aloe vera (Limit test) Pass Pass

Total halogens (in NaCl) 91g/L 8.01t0100g/L
According to the current

MICROBIOLOGY QUALITY European Pharmacopoeia
chapter 5.1.4

TAMC <1 CFU/mL <10%CFU /mL

TYMC <1 CFU/mL <10"CFU/ mL

Staphylococcus aureus Absence / mL Absence / mL

Pseudomonas aeruginosa

Absence /‘mL v

Absence / mL

NV

e
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Laboratoires PHARMASTER

Instructions de fabrication — Manufacturing instructions Page 1 /16

DOSSIER DE LOT

Batch.record

Quixx SOFT_Spray nasal 30ml - Zone 2-Ligne 7
Quixx SOFT_30ml nasal spray - Area 2-Line 7

CLIENT /customer ; Berlin-Chemie

CODE PRODUIT :

Product code 223

N° DE LOT /Batch numper: 242014
PEREMPTION : |
Expiry date : Y L

(Date de fabrication + 3 ans)

NOMBRE THEORIQUE D’UNITES : 33 113

Batch size (units)

| NOMBRE D'UNITES EXPEDIEES :

‘Quantity delivered (Units)

(Manufacturing dafe +.3 years) | Modele: »

Version Uenie 17 é}lﬁ'{;}ju‘g A ey

Modele : .
QUANTITE MISE EN CEUVRE : _ Version lente. hone Al Gk
Batch size volume 1000 Litres Modéle *

Tr—— Version et . st

N° DE COMMANDE CLIENT : | Echantillons AQ Client
Customer order No. 28039 Customer QA samples

Total : .

Total A Bl

Lot soldé le :

Batch completed (A et 2:04

ACCEPTATION LIBERATION
Acceptance Release
Y\Cﬁ’g‘;(‘;\ % ’f&'/ ()5‘/ ?(j}‘}’
Calyin GOEHRY -
Quzllly Asstirance : o o
Pharmaﬁit/ K;:;v/:w,,;:;;;f”
/2//: ...m"’"
e
is ;;/ ’
A
OBSERVATIONS :
Lot enchainé X Oui/ Yes [] Non/no
Linked batch ‘

N° des lots enchaines :
Baftch No, of linked batches

e2o)n fobreodl [P0 4 s

La production a été réalisée conformément aux exigences des Bonnes Pratiques de Fabrication, au

dossier de marquage CE et la norme 1SO 13485.

Manufacturing was carried out in accordancs to the Good Manufacturing Practices; the CE mark fachnical file and the 1SO 13485,

DLP07_Fab
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