JEKJAPAIIMS O COOTBETCTBHHA

| TEKJAPAHT, TPHHUMAIOIUIA AEKJIAPAITHIO O COOTBETCTBUU

00O "JQPAH"

- Ceedenun o pecucmpayuu opzanusayuu: Medcpationnas uncnexyus PedepansHou Ha020801 cydicovl No 46 no

2 Mockee 28.08.2015, OT'PH 1157746794810, dama npuceoenus OI'PH 28.08.2015.

Adpec: 107564, 2. Mockea, yn. KpacnoBozamsipckas, 0.6, cmp.6, kounama 26,5madxc 1. Tenegon:
(499)1433371.

B auye: Ienepanvubiii Oupexmop benasuy Anexcanoap

Hosepennoe nuyo: Ceuzau C.A., dosepennocme No 131/18 om 12.12.2018

3ASAABJIAET, UTO

nexapcmeennoe cpedcmeo. Akea Mapuc® ITnioc, cnpet nasanonoiti 30 ma, Gaaxonst (1), nawku KapmorHeie,

PY Ne JITT-001359 om 15.12.2011 (dama samener 16.12.2016), cepus 01059, napmus 93027 ynaroeox, 200eH 00
01.01.2021, npouseéodcmea ALPAH-TAJIEHCKH JIABOPATOPHH a.o., Xopeamus, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, ko0 OKII/]2 21.20.10.251, koo TH B3] 3307900008,

| xonmpaxm Ne HQ001/2017 om 03.04.2017, uneoiic Ne 90001702 om 14.03.2019

COOTBETCTBYET TPEBOBAHHAM

JIT 001359-151211 uzm, Ne 1-2

JEKJAPAIIMA IPHHATA HA OCHOBAHHH

cepmugpuxam ananuza npouzeodumens Ne0048/19 om 14.03.2019, Cepmugpuxam coomeemcmaus cucmembl
Mmenedncmernma kavecmea 8 Cucmeme dobpoeonsroii cepmugpuxayuu FOCT P Ne POCC HR.H®99.K00023,

| cpox deticmeun ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "Okpysichoti yenmp kowmpons xasvecmea", Poccua,

115280, 2. Mockea, ya. Macmepkosa, 0. 4, am. 5, nom. I, xom. |

% ) Ceuraq C.A.

nd/nuu% & H.0

CBEJAEHMUS O PETUCTPALIUH

OPI'AH 110 CEPTU®UKAILIMHY, 3APErACTPHPOBABII I JEKJIAPALIAIO

RA.RU.11®MO8 OPTAH 110 CEPTHOHKALIMH ITPOOYKIHH OBLI{ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu. 115280, 2. Mockea, ya. Macmepkosa, 0. 4, sm. 5, nom. 1, kom. 1, aopec opzana no
cepmugpurayuu: 115280, POCCHA, zopoo Mockea, yr. Macmeproea, 0. 4, am. 3., men.:(495)788-02-88, ee6-
caiim: oykxk.pe.

JEKJIAPAITMSI O COOTBETCTBHH 3APETMCTPUHPOBAHA X POCC RU /I-HR. @ M08.B.19425/19
JATA PEFHCTPAIIHH 22.03.2019

Kauan E.B.
3aMm. pykoBoauTens OC

—




CUCTEMA CEPTUOURAIIAU TOCT P
®EIEPAIILHOE ATEHTCTBO 110 TEXHUYECKOMY PETYIMPOBAHMIO U METPOIIOTHH

e CEPTUOUKAT COOTBETCTBUS

T Ne POCC HR.®M08.C36652

oD rgpuwant™ CpOK AeHCTBHS ¢ 22.03.2019 no -

Ne 0470921
OPT'AH I1O CEPTHOHUKALIUUA
RA.RU.11®PMO8 OPTAH 110 CEPTHOHKALUH ITPOTYKLHH OBLECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBFO "OKPYXHOH LIEHTP KOHTPQJIA KAYECTBA ", adpec opeanuzayuu: 115280, 2. Mocksa,
yn. Macmeprosa, 0. 4, 3m. 5, nom. I, kam. 1, adpec opzana no cepmugpuxayuu; 115280, POCCHA, 20pod Mocxkea, A
Macmepxoga, 0. 4, am. 5., men.: (495)788-02-88, Qaxc: (495)675-47-89

}I'IPOAYKI.IPIH n . — -
exapcmeennoe cpedcmeo: Aksa Mapuc® Ilnoc, cnpeii nasanvnuiil 30 ma, gnaxone: (1), nawku roA OK 034-2014
Kapmounuie,

PY Mo JIIT-001359 om 15.12.2011 (dama samems 16.12.2016), | Eg”&i;ﬁog’
cepus 01059, napmus 93027 ynaxosox, 20den do 01.01.2021, 21.20.10 éSl
xoumpaxm Ne HQ001/2017 om 03.04.2017, uneotic Ne 90001702 om 14.03.2019 sl
COOTBETCTBYET TPEBOBAHHWUAM HOPMATHUBHBIX AOKYMEHTOB ) B

JIT 001359-151211 usm, Ne 1-3 | xo THBOA

1 3307900008

V3TOTOBUTEAD
AIPAH-TAJTIEHCKH JIABOPATOPHIT a. 0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamua

CCF THOHUKAT Bbl]%AH )
000 "AIPAH", HHH: 7718271899, adpec: 107564, 2. Mockaa, yn. Kpacnobozamuipexan, 9.6, cmp. 6, kavnama 26,smaxc 1.
Teneghon:(499)1433371.

HA OCHOBAHHH
cepmudpuram ananusa npousgodumens Ne048/19 om 14,03.2019, Cepmughuxam coomgemcmeus cucmeMi Menedacmerma
kauecmea 6 Cucmeme dobposonvhor cepmugpuxayuu I'OCT P Mo POCC HR. H®99.K00023, cpok deticmeus ¢ 12.09.2018 z. do

12.09.2021 2., OO0 "Oxpyxcnoii yenmp konmpons kawecmsa”, Poccus, 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom.
I, xom, [ '

/ s 7 r/." — K
vy auan E.B.
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Product name: AQUA MARIS® PLUS, nasal spray, 30 ml
HassaHuwe npenapata; AKBA MAPUC® NNKC, cnpeit HasanbHbIM, 30 Mn
Series: 01059

Cepus: 01059
Manufacturing date: 01.2019.
HaTa npoussoacTea: 01.2019.
Best before: 01.2021.
FogeH go: 01.2021.
Date of analisys: 20.02.20169.
Hata aHannsa: 20.02.2019.

CERTIFICATE N2 0048/19
CEPTUOMUKAT N2 0048/19

\P i 4 gl . o Cr L Py IbTATE
CHARACTERS Clear colourless liquid without odour COMPLIES
ONUCAHWE BecuseTHbId Npo3pavuHblii pacTeop 6e3 3anaxa COOTBETCTBYET
IDENTIFICATION
Na' Norms should conform to ND COMPLIES
Ca2v
Mg)b
C1
5042
Dexpanthenol HPLC-method; COMPLIES

The retention time of the peak on the chromategram of
the test solution must correspond to the retention time
of the peak of dexpanthenol on the chromatogram of
reference solution.
NOAJSIMHHOCTL
Na; HOPMbI AONXKHbI COOTBETCTBOBATH H[| COOTBETCTBYET
Ca’*
Mg?*
C1
S04°
NekcnanTeHon MeTton BOXX: COOTBETCTBYET
BpeMs perucTpauumn oCHOBHOIrO NUKa Ha XpoMaTorpaMmme
UCNBITYEMOro pacTBOPa AC/KHO COBNAAATh C BPEMEHEM
PErMCTPaUMK NWUK3 AEKCNAHTEHONA HA XPOMaTOrpaMMe
CTaHAapTHOrQ pacreopa
pH From 6.0 to 8.5 71

| pH 0T 6,0 A0 8,5 7,1
PERCENTAGE OF CONTENTS OF 30.36 g (30ml) = 10 % COMPLIES
PACKAGE
NPOUEHT BbIXOOA COLEPXWMMOro | 30,36 r (30 Mn) + 10 % COOTBETCTBYET
YNAKOBKUW
DEXPANTHENOL From 0.90 to 1.05 g/100 g 0.986 g/100 g

| AEKCNAHTEHON OT1 0,90 no 1,05 r/100 r 0,986 r/100 r
STERILITY Solution should be sterile COMPLIES
CTEPM/IBHOCTL PacTBOp NONXEH BbiTh CTEPUALHBIM COOTBETCTBYET
OSMOLALITY 0.215 - 0.376 Osmol/kg 0.334 Osmol/kg

OCMONANbHOCTb 0,215 - 0,376 OcM/kr 0,334 OcmM/xr

JADRAN GALENSKI LABORATORIJ d.d. « 51000 RIJEKA o SVILNO 20 = CROATIA = +385 51 546 024 o www.jgl.hr
AQUA MARIS® PLUS, nasal spray, 30 mi - 01059- RUS 1/2
14.03.19




"ASSAY

This batch was checked for all indexes,

requirments.

Aatmas ccpus Gsina nposepena no scem nokasatensm,

IC method:
Na* Not less than 1.90 mg/ml COMPLIES
Ca?* Not less than 0.06 mg/ml COMPLIES
Mg?* Not less than 0.25 mg/ml COMPLIES
Ccr Not less than 4.10 mg/ml COMPLIES
S0s* Not less than 0.45 mg/ml COMPLIES
Titrimetric method:
HCO* Not less than 0.025 mg/mi COMPLIES
KONUYECTBEHHOE ONPEAENEHUE
MeTos UOHHOM xpoMaTorpadum:
Na* He Menee 1,90 Mr/Mn COOTBETCTBYET
Ca? He meHee 0,06 Mr/mn COOTBETCTBYET
Mg?* He mexee 0,25 mr/mMn COOTBETCTBYET
(%3 iy ' He meHee 4,10 mr/mn COOTBETCTBYET
S04 He meHee 0,45 mr/mn COOTBETCTBYET
TUTPUMETDUYECKHI MeTOA !
HCO* He Menee 0,025 mMr/mn COOTBETCTBYET
PACKAGING In accordance of Normative Documentation COMPLIES
YNAKOBKA B cooTseTcTBUM ¢ HopMaTtveHo# fokyMeHTayune COOTBETCTBYET
LABELING In accordance of Normative Documentation COMPLIES
MAPKUPOBKA B cooteercTeuu ¢ HopMaTuaHol AokyMeHTauuen COQTBETCTBYET
STORAGE At the temperature not above 25 °C COMPLIES
XPAHEHUWE Mpu Temnepatype He Bbiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
\LPOK roaHoCTn 2 ropa COOTBETCTBYET

COOTBETCTBYET NPeALABNAEMLIM TPEEOBAHMAM,

that are provided by Normative Documentation and ful

y conforms to producing

NPEAYEMOTDCHHEIM HOPMATHEROA AUKyMEHTLHER H NOAHOCTLIO

) 6L d.d. -
g Suilng 20 J Qualified Person
A Rijeka . Valentina Stuli¢
/5;1\! Lo’ KeanuduiiuposarwHoe nuun

Valentina Stuli¢
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