PHARMASTER
Z.1. de Krafft
67150 Erstein - France

PRODUCTS’ MICROBIOLOGICAL QUALITY/
MUKPOBWNOJIOMMYECKOE KAYECTBO ITPO4YKTOB

According to current edition of European Pharmacopoeia, Chapter 5.1.4/ CoanacHo deiicmeyoujeMmy
u3danuro Eeponelickoli papmakoneu (Ph. Eur.), enasa 5.1.4

Product name/
HaumeHosaHue npodykma

Quixx nasal spray 30 ml
Cnpeii HazanbHbin KBUKC®

Product code/
Kod npodykma

101

Batch no./Ne cepuu

242010

Analysis method/
Memod aHanusa

Tekywee uznaHue Eponeiickon
chapmakonen/Current edition of
European Pharmacopoeia

Mathieu

Date of analysis/
[ama nposedeHust aHanu3a

23/04/2024

Resp. (_Ion[rzf Qualité
.c"éh,aﬁ,ﬂ.‘

Laboratoires PHARMASTER

MARRE

(1) E—
\T _ivesity

Total Aerobic Microbial Count (TAMC) and Total Yeast and Mould Count (TYMC)/ O6ujee Konu4ecmeo
a3po6HbIX MuKkpoopzaHuamos (OKAM) u obuwee konuyecmeso dpoxeasix/nnecHeenix gpuboe ( OKAINT)

Ci‘;i‘z:gjg’:ju TAMC/OKAM TYMCIOKAIT
(gg/ﬂi? ;Lﬁé%jﬂ) < 10° <10’
Results TAMC/OKAM TYMCIOKIIT
Pesynbmamei
oA oy <1 CFUImL <1 GFUImL

Research into Specific Germ/Mccnedoganue Ha cil

eyuchuYecKUe MUKPOOP2aHU3Mb!

Specifications
Cneyucurayuu

Pseudomonas aeruginosa

Staphylococcus aureus

(f ml product)
{/ mi1 npodykma)

Absence / Omecymcms.

Absence / Omcymceme.

(/ Mn npodykma)

Results Pseudomonas aeruginosa Staphylococcus aureus
Pesynbsmamsi
(/' ml product) Absence /mL Absence /mL

COMMENTS /
KOMMEHTAPUW

*AHANN3, NPOBEAEHHbIN KOHTPAKTHBIM NpouBoauTesieM/

Sub-contracted analyses

DECISION OF THE TEST LABORATORY/ PELUEHVE KOHTPO/TbHOW NTABOPATOPHMN

Laboratory technicians

Laboratory Manager
Pykogodumesib nabopamopuu

JlabopaHmsi
_PASS/COQTB. )  |DatelfJama: 02/05/24
FAIL/HE COOTB.

J
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—771
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PHARMASTER
Z.|. de Krafft
67150 Erstein - France

CERTIFICATE of ANALYSIS / CEPTUOWUKAT UCTIBITAHWA:
QUIXX nasal spray 30 ml / Cnpeii HasanbHbId Keukc®

Berlin Chemie Item Code
Kod usdenus "BepnuH-Xemu"
(Berlin Chemie).

F153883 coa@berlin-chemie.de

Analysis method No.

Product code

Ne memoda ucnbimaHull: HIAIODE rekll3 Kod npodykma. 101
Test No. / Ne ucneimaHus: 16/04/24-168 Batch No. / Ne cepuu:  |242010
Manufacturing date Expiry date
[Jama u320Mo8reHust: 14/04/2024 Cpok 20dHocmu: 04/2027
SPECIFICATIONS /
RESULTS / PE3YNbTAThHI
h CMNEUHPUKALA
CARACTERISTICS /
XAPAKTEPUCTUKA
Aspect / BHetwHul ud Clear solution Slear SO]Ut'OP
MpospayHbill pacmeop
Colour / Lisem Colourless solution Colourless solution
GecysemHsili pacmeop

Odour / 3anax
pH [ 3HaveHue pH

Osmolality / OcmonansHocme

Odourless
7.7

819 mosmol /kyg

Odourless / bes 3anaxa
6.5t08.5

753 to 876 mosmol /kg
753 — 876 Mocmosnb/ke

Total halogens (in NaCl) /
CopepxaHue ranoreHos (B
nepecyere Ha NaCl)

26.1 g/l

24.0 10 28.0 g/l
24,0-28,02/n

According to current
European Pharmacopoeia

Laboratoires PHARMASTER
MICROBIOLOGY / Mathicl MARRE chapter 5.1.4
MUKPOBUONOIMMYECKUE —Resp-Carlrole Qualits B coomeememeuu ¢
WCCINEOQOBAHUA " Phagnacien . delicmayiowum uadaHuem
[ Vi Eeponelickoll hapmaroneu,
y, 5.1.4.
2
TAMC / OKAM <1 CFU/mI = 10° CPUimi
< 10° KOE/Mmn
1
TYMC / OKAMT <1 CFU/mI Y R
< 10" KOEMn
Staphylococcus aureus Absence/ml Absence/ml/Omeymcme./mn
Pseudomonas aeruginosa Absence/ml Absence/ml/Omcymeme./mn
COMMENTS / *AHasua, NPOBEAEHHBIA KOHTPAKTHLIM NpouBOAUTENEM/
KOMMEHTAPWHA Sub-contracted analyses

DECISION OF THE CONTROL LABORATORY / KOMMEHTAPUW

Laboratory technicians Laboratory Manager
JTabopanmbl Pyxosodumeip, fjabopamopuu
o e Date / [Jama: Lalboratoires N .
wm. D 03/06/2024 Eabrice MANGEL |Date/dama: 03/05/2024 ]
- @ | LABDECONTROLE | L/
FAIL/ HE COOTB. Initials / Hog@fs % CONFORME Initials / Modnucs: \\ -
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