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| JTEKJIAPAIIASI O COOTBETCTBUAA

! JNEKJIAPAHT, MTPHHUMAIOIUHA JEKJIAPALIHIO O COOTBETCTBHH

Q00 "AHPAH"

Ceedenus o pezucmpayuu opzanusayuu; Mexcpationnan uncnexyus Pedepanshoi Hano2o6ot cayachvr Ne 46 no
| 2. Mockee 28.08.2015, OT'PH 1157746794810, 0ama npuceoenus OI'PH 28.08.2015.

| Aopec: 107564, 2. Mockea, yn. KpacnoGoeamwvipckas, 0.6, cmp.6, xomHama 26,5magxc 1. Teneghon.
(499)1433371.

B nuye: lenepanvnviii dupekmop berasuy Anexcandap

JHosepennoe auyo: Cauzau C.A., dogepennocms Ne 131/18 om 12.12.2018

- 3ASAIBJISIET, UTO

nexapcmeennoe cpedcmeo. Axea Mapuc® Ilmoc, cnpeu nazanerotit 30 ma, graxonwi (1), nauxu kapmoHHbole,

PY Ne JIIT-001359 om 15.12.2011 (0ama 3amener 16.12.2016), cepus 25159, napmus 34560 ynaroeok, 2oden 00
01.10.2021, npoussodcmea AJPAH-TAJIEHCKH JIAEOPAT: OPHH a.o., Xopeamus, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKIIJ2 21.20.10.251, koo TH B3] 3307900008,

| kowmpaxm Ne HQO001/2017 om 03.04.2017, uneotic Ne 90005384 om 13.11.2019

COOTBETCTBYET TPEGOBAHUSAM

JITT 001359-151211 uam. Ne 1-2

JEKJIAPALIASI TPHHATA HA OCHOBAHHH

cepmugpuxam ananuza npouseooumena Ne0821/19 om 12.11.2019, Cepmugpuxam coomeemcmeus. cucmembl
Menedscmenma xavecmea 6 Cucmeme 006posonsroti cepmugpuxayuu T'OCT P Ne POCC HR. H®99.K00023,
cpok Oeticmeus ¢ 12.09.2018 2. 9o 12.09.2021 2., OO0 "Oxpyscnoi yenwmp konmpons kavecmea” (000
"OIIKK"), Poccus, 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5 nom. 1 kom. !

FRYEKIIAPALIMH 22.11.2019
HEARNNSTBUTETILHA 10 01.10.2021

|
% Caurau C.A.
gonnnca O .H.0

| CBEJIEHUS O PETUCTPAIIIHN

OPI'AH 10 CEPTHOHKAIIMH, 3APETHCTPHPOBABIIUH NEK/JIAPAITAIO

RA.RU.11®M0O8 OPTAH 1O CEPTHOHKALIHH ITPONYVKLHH OBLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

| adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCH/, zopod Mockea, y1. Macmepxosa, 0. 4, om. 5., men.(495)788-02-88, ee6-
caum: oykxk.pe.

JNEKJIAPAITASI O COOTBETCTBHAH 3APETHCTPHPOBAHA M POCC RU J-HR.®@M08.B.46188/19
JATA PEFHCTPAHHH 22.11.2019
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Product name:
Ha3saHue npenapara:

AQUA MARIS® PLUS, nasal spray, 30 ml
AKBA MAPUC® NNIKOC, cnpeit Ha3zanbHbiiA, 30 MmN

Series: 25159
Cepus: 25159
Manufacturing date: 10.2019.
[ata npou3BoaCTBa: 10.2019.
Best before: 10.2021.
[oneH fo: 10.2021.
Date of analisys: 07.11.2019.
[ata aHanwn3a: 07.11.2019.
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CERTIFICATE N° 0821/19
CEPTUO®WUKAT N2 0821/19
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COMPLIES

CHARACTERS Clear colourless liquid without odour
ONMWCAHUE BecupeTHbli Npo3payHLIi pacTeop 6e3 3anaxa COOTBETCTBYET
IDENTIFICATION
Na* Norms should conform to ND COMPLIES
Ca?*
Mg?*
C1
S04
Dexpanthenol HPLC-method: COMPLIES
The retention time of the peak on the chromatogram of
the test solution must correspond to the retention time
of the peak of dexpanthenol on the chromatogram of
reference solution.
NnoaANMHHOCTb
Na* HopMbl gonxHbl cooTeeTcTBoBaThL HIL COOTBETCTBYET
Ca’*
Mg?*
Ci1:
S04
OekcnanTexon Metoa BIXX: COOTBETCTBYET
BpeMs perucrpaumu OCHOBHOIC NMKa Ha xpoMaTtorpamme
WCNbITYEMOre pacTsopa AOMKHO COBNaAaThk C BPEMeHeM
perucTpauMm Nrka AEKCNAHTEHONA Ha XpoMaTorpaMMe
CTaHAapTHOro pacreopa
pH From 6.0 to 8.5 7.2
pH Or 6,0 ac 8,5 7,2
PERCENTAGE OF CONTENTS OF 30.36 g (30 ml) £ 10 % COMPLIES
PACKAGE
MAPOUEHT BbIXOAA COAEPXWMOrO | 30,36 r (30 Mn) £ 10 % COOTBETCTBYET
YNAKOBKU
DEXPANTHENOL From 0.90 to 1.05 g/100 g 1.00 g/100 g
EKCNAHTEHON Or 0,90 go 1,05 r/100 r 1,00 r/100r
STERILITY Solution should be sterile COMPLIES
CTEPWILHOCTb PacTBop AonXeH GbiTe CTEPUNLHBLIM COOQOTBETCTBYET
OSMOLALITY 0.215 - 0.376 Osmol/kg 0.338 Osmol/k
OCMONANBHOCTb 0,215 - 0,376 Ocm/kr
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1C method:

Na* Not less than 1.90 mg/ml COMPLIES
Ca’* Not less than 0.06 mg/ml COMPLIES
Mgt Not less than 0.25 mg/ml COMPLIES
Cc1l- Not less than 4.10 mg/ml COMPLIES
S04 Not less than 0.45 mg/ml COMPLIES
Titrimetric method:
HCO? Not less than 0.025 mg/ml COMPLIES
KONUYECTBEHHOE OMPEAENEHWUE
MeTon MOHHOR XxpoMaTtorpaguu:
Na* He MeHee 1,90 Mr/mMn COOTBETCTBYET
Ca®* He Menee 0,06 Mr/mMn COOTBETCTBYET
Mg?* He menee 0,25 Mr/Mn COOQTBETCTBYET
c1 He Meree 4,10 mr/mMn COOTBETCTBYET
S0.% He meHee 0,45 Mr/mMn COOTBETCTBYET
TUTpUMETpUYeCKUn MeToa:
HCO* He mexee 0,025 Mr/mn COOTBETCTBYET
PACKAGING In accordance of Normative Documentation COMPLIES
YNMAKOBKA B cooTBeTCcTBUM ¢ HopMaTueHOW [loKyMeHTaumen COOTBETCTBYET
LABELING In accordance of Normative Documentation COMPLIES
MAPKWUPOBKA B cooTBeTrcTBuM ¢ HopMaTtneHou flokyMeHTauuen COOTBETCTBYET
STORAGE At the temperature not above 25 °C COMPLIES
XPAHEHWE MNpu TemnepaTtype He Bbiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rofiHOCTH 2 roaa COOTBETCTBYET

This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms to producing

requirments.

Aannas cepus 6eina rnposepeHa no BCeM MoKa3aTesaM, MPEeAyCMOTPEHHbIM HOPMaTHBHOA AOKYMEHTaUMEH M MOAHOCTEI

COOTBETCTBYET MNPEALABNAEMbIM TPEGOBBHM‘QM.
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Rijeka

Qualified Person
Valentina Stuli¢

¢ pKBanuduumposarHHoe nuuo
'Valentina Stull¢
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