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PETMCTPALIMOHHOE YAOCTOBEPEHHME
HA MEAULUMHCKOE U3AEJIME
o1 IS anpeas 2016 roga Ne P3H 2014/1548

Ha meammnckoe usaenue
Cupeii nazaasusiit "Axsa Mapnce® Ixroun”

Hactosinee perucIpauMoRHOe YI0CTOBEPEHHE BRLIANO
"SAPAH-TAJTEHCKH JABOPATOPHI a.0.”, Xopsarus,
JADRAN-GALENSKI LABORATORLJ d.d., Svilno 20, 51000 Rijeka, Croatia

[Tpowzgouresns ;
"SIAPAH-TAJTEHCKH JIABOPATOPHH a.0.", Xopsarusi,
JADRAN-GALENSKI LABORATORIJ d.d., Svilne 20, 51000 Rijeka, Croatia

Mecro HpoMIBOACTRA MEAMIMACKOTO HINETHS
Svilno 20, 51000 Rijeka, Croatia

Homep peructpausonnoro gocse Ne PJA-10756/67543 ot 29.03.2016

- Bun meaununcxoro wizerms 136810

-' Kaace noTenuMaIhHoro pHeka npHMCHCHNS MOARLIMHCKOTO Wiie ms 1

Kox Ofmepocenifckoro kiaccudpikatopa HpOAYKIHE IR MEHIMHCKOIO H3eus 93 9800

upikasom Pocsapasnaisopa or 15 ¢
mnymm K oﬁpmnenumua reppre
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Product name:

HassaHne npenapara:

Series:

Cepua::
Manufacturing date:
fara npou3soacTea:
Best before:

loaeH no:

Date of analisys:
Data ananusa:

 PARAMETERS
. _NAPAMETPbI
| CHARACTERS

ONMUCAHWE

pH
Osmolality

OCMONANKHOCTL

~ Identification of ectoine

| MaeHTudUKauns IKToMHa

Assay of ectoin

Coaepxanwve 3KTouMHa

' Cl content

Conepmxarne CI

MukpoBUONOrMyecKas YnucToTa

Aqua Maris® Ectoin 20 ml, nasal spray

AkBa Mapnc® 3kTouH 20 MN, cnpei HasanbHbii

066585
066585
04.2018.
04.2018.
04.2021.
04.2021.
24.04.2018.
24.04.2018.

CERTIFICATE N2 0354/18

CEPTUDUKAT N° 0354/18
REQUIREMENT
TPEBOBAHMA

Clear, colorless, odorless solution. Free from visible

particles.

Mpo3paurbint, GECUBETHbIM, NWMLWEHHbIA 3anaxa pacTsop,
HE COAEPXAMN BUAVMbIX YacTHLl

| 85«75

| 370-500 mOsmol/l

~ RESULTS
. PE3¥NbTATHI
complies

COOTBETCTBYET

6,2

370-500 mocMons/n

The retention times of the characteristic peaks in the
chromatogram obtained with the test solution correspond
to the retention time of ectoine in the

. chromatogram cbtained with the reference solution.

' 17,0-23,0 mg/g

' The sample passes the test if the clouding of the test

- Total aerobic microbial count (TAMC): not more than 10°

Bpems yAEpKMBAHWA XapPaKTEPHbIX NMUKO8 Ha
XPOMATOrpamMme, NONyYEeHHOW C TECTUPYEMOrO PacTsopa,
COOTBETCTBYET BPEMEHW YAEDKUBAHWA IKTOMHA C
3TANOHHbBIM DACTBOPOM,

17,0-23,0 mr/g

solution is stronger than that of the control solution after
5 minutes.

OCpascu NPOXoaAMT WCNbITanue, ecin NoMyTHERKnEe
UCNBITYEMOro DACTROPA CUNBHE., YEM Y KOHTRONEHOMG
pacTsopa yepes 5 MUHyYT).

CFU/mi

- Total cmobined yeast and mouids (TYMC): not more
than 10 CFU/mi

- Staphyloccocus aureus: absent in 1 mi

- Pseudomonas aeruginosa: absent in 1 ml

- Obwee konn4ecTBo a3pobHbIX MMKPCBOB - He Bonee 10°
KQE/mn

-Konuuecreo rpuboe/ nnecequ - He 6onee 10' KOE/mn

~ 30NOTACTbIR CTAPUNOKOKK: OTCYTCTBYET B 1 Mn

~ CMHErHOMHAA NanouKka: OTCYTCTBYET B 1 MA

434 mOsmol/l

434 mocMons/n

- complies

COOTBETCTBYET

| 19,9 mg/g
19,9 mr/g

. Cr R
complies
CoOTBETCTBYEeT

complies
complies

complies
complies

COOTBETCTBYET
cogTeeTcTayeT

COOTBETCTEYET
‘CogTBETCTRYET

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 546024 = www.igl.hr

Aqua Maris® Ectoin 20 mi, nasal spray - 066585-RUS
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Storage conditions At temperature not more than 25°C.
_Ycnosua xpasenna ____Npw Temnepatype He Bolwe 259C.
Shelf life 3 years

Cpok rogHocT 3 roga

This batch was checked for all parameters and fully conforms to producing requirments.

complies

COOTBETCTBYET
COle ies

cooTBeTCTBYET

HarHas cepus 6binNa NPoOBEpeHa No BCeM rnapameTpaM M MosIHOCTLI0 COOTBETCTBYET NPEenbABIAEMbIM TPEBOBAHUAM.
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ig[ (\, éﬁl‘%g Qualified Person

Rijeka Valentina Stuli¢

Valentina Stulic¢

KeanuduumposaHHoe MU0
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Aqua Maris® Ectoin 20 ml, nasal spray - 066585-RUS
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