WEARFAABEIAM AV EA VIO BAASOPY 8 CiPE SAPARDIOANATIE M
B R R PARNAOD

PETHCTPALMOHHOE YAOCTOBEPEHHKE
HA MEJHLIHHCROE U3AENME
ot 15 anpesns 2016 roxa Ne P3H 2014/1548

' Ha mequunnckos waenme
" Cupeit sassasnsilil " Axsa Mapnc® Juevoun”

+ Hacrofiee persCIpaiHONNIOE YI0CTORSPRITHE BEIIAH0
. "SAPAH-TAJIEHCKH JJABOPATOPHH a.0.", Xopsarna,
" JADRAN-GALENSKI LABORATORIJ d.d,, Svilne 20, 51000 Rijeka, Croatia

. TipomssoauTesns
"AAPAH-TAJEHCKH JABOPATOPHIA a.0.", XopaarTna,
- JADRAN-GALENSKI LABORATORLJ d.d., Svilno 20, 51000 Rijeka, Croatia

- MecTo NPOHIRQIICTRY MCTMIBIHCKOIO Hijgeiing
. Svilmo 20, 51000 Rijeka, Croatia

Homep perucrpaionnoro jtocse Ne PA-10756/67543 or 29.03.2016
3_ Bra megunmncxoro yaneims 136810

Knace nOTeHIHAILHOID PUCKa NPHMEHCHIS MEHITMHCKO! 0 n3zenns |1

npikasom Pocaapassatiopa or 15 ampen 2016 roja Ne 319; &

s | AonyuIeno K obpamennio na Tepprtopuy Poceniickol Od
1 Pywonoaurens Denepaneuol caymbes
- HO HATIOPY B cepe LAPABOOXPAHCHIS
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Product name: Aqua Maris® Ectoin 20 ml, nasal spray
Ha3sanue npenapara: AkBa Mapuc® IKTouH 20 Mn, Cnpeit HasanbHbIN
Series: 08850

Cepusa:: 08850

Manufacturing date: 03.2020.

AaTa npouszsoacTea: 03.2020.

Best before: 03.2023.

loaex ao: 03.2023.

Date of analisys: 15.04.2020.

HDara aHanu3sa: 15.04.2020.

CERTIFICATE N2 0271/20
CEPTU®UKAT N2 0271/20

PARAMETERS ‘ REQUIREMENT RESULTS
bt SUPRMENG - . .r _____ TPEBOBAHUA . . PE3Y/IBTATbI
. CHARACTERS . Clear, colorless, odorless solution, Free from visible complies

 particles.
- ONUCAHWUE Npospavkicii, BECUBETHBIA, NALEHHbLIA 33naxa pacTeop, COOTBETCTRYEST
| HE COAEPMAalIMi BUAKMBEIX YacTvy
ot l BT i . 5
Osmolality | 370-500 mOsmol/l ' 435 mOsmol/l
i OcMONANLHOCTL | 370-500 mocMons/n 435 mocMone/n
Identification of ectoine | The retention times of the characteristic peaks in the complies

chromatogram obtained with the test solution correspond
to the retention time of ectoine in the
chromatogram obtained with the reference solution,

- MaerTudmKkayms 3xTouHa :
| | Bpema yaepxusanus XapakTepHbix NuUKos Ha cooTaeTcTayer
| XpOMaTorpamMme, nonyHeHHod ¢ TECTUPYEMOro PacTeona,

| COOTBETCTBYET BpeMeHn YOASDKUBAHUA IKTOUHE C

| 3TANOHKBIM PACTEOPOM.

" Assay of ectoin | 17,0-23,0 mg/g ' 20,3 mg/g
Conepxanve 3kTonHa | 17,0-23,0 mrfg 17,0-23,0 ur/g
e T S e | The sample passes the test if the clouding of the test ' complies

. solution is stranger than that of the control solution after
| 5 minutes.
Conepxanue CI ; OGpaseu NpOX0ANT UCNBITEHKE, eci MOMYTHEHKE COOTBETCTBYET

; | NCMIBITYEMOI'O PACTBOPE CUMLHER, YeH Y KOHTDONLHOMO

pacTeopa wepes 5 munyt),
Microbiological purity | - Total aerobic microbial count (TAMC): not more than 10°  complies
- CFU/ml ‘
i - Taotal cmobined yeast and moulds (TYMC): not more
i than 10! CFU/m|
- Staphyloccocus aureus: absent in 1 mi
- Pseudomonas aeruginosa: absent in 1 mi
Mukpotinonoruuecias unerora ~ 06uiee koNMYECTBO 33p0bHBLIX MUKPOGOS - He Bonee 10
KOE/mn
~Konuuectso rputios/ nnecewu - e bonee 10° KOE/mn
~ 30M0TUCTLIA CTBYMAOKOKK: OTCYTCTBYET 8 | Mi
= CHHErHOWHAR Nanouka: OTCYTCTBYET 8 1 Mn
““““ JADRAN GALENSKI LABORATORIJ d d. = 51000 RIJEKA = SVILNO 20+ CROATIA = +385 51 546 034 ~ WWw. gfm
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Storage conditions ! At temperature not more than 25°C. | complies
H
YCAQBUA XpAHEHWRA | MNpu TeMnepaType He asiwe 259C. e g . cogTBeTCTRYET
- Shelf life 3 years | complies
j CpOK rogHoCTH - 3ropa COOTBETCTBYET

This batch was checked for ali parameters and fully conferms to producing requirments.
AflanHan cepus BbiNg NPOBEPEHa NO BCeM NEPEMETPEM H MOAHOCTLID COOTBATCTBYCT NPEALABNACMLIM TROBOBAHHAM.

JGLd.d.

Suilno 20 Qualified Person
Rieka Valentina Stulic¢

KsanuuuupoBaHHOe NKULO
B Valentina Stuli¢
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