NEKJAPALIASA O COOTBETCTBHH

JEKJIAPAHT, OPATHUMAIOIHAN JEKJIAPATIAIO O COOTBETCTBUU

000 "AAPAH" ,

3apezucmpuposano : Medcpaionnas uHCneKyua @HC Ned6 no 2. Mockee OT'PH 1157746794810 om
28.08.2015 '

Aopec: 107564, 2. Mockaa, yn. Kpacnobozameipckas, 0.6, cmp.6, komrama 26,omaoic 1. Tenegpon:
(499)1433371. !

B nuye: Ienepanvuviii Qupexmop Benaeuy Anexcandap

Josepennoe nuyo: Ceuzay C.A., dosepennocmp Ne 292/17 om 25.09.2017

3ASABJISAET, YTO
nexapcmeennoe cpedcmeo: Axea Mapuc cnpei nazanenwlii dosuposannsisi 30 mn (30.36 2), paaxons: ¢
003UpYIOUjUM YCMPOTCIMEOM U PACHBIIUMENbHOY 20n06x0ii (1), navxku kapmonnvie, PY Ne [T NO1 3831/01 om
15.08.2007 (dama nepeogopmnenus 10.12.2015), cepusn 070584, napmusn 30387 ynaxoeok, 200eH 00
01.04.2021, npoussoocmsa HEPAH—J"'AJIEHCKH JIABOPATOPHH a.o., Xopeamus, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 5100;0' Rijeka, Croatia, k00 OKII[12 21.20.10.251, k00 TH B3 3307900008,
xonmpaxm Ne HQ001/2017 om 03.04:201 7. ungotic No 1732-VP-10 om 27. 06.2018

e

COOTBETCTBYET TPEBOBAHHSIM -
IT N013831/01-150807 (HA 42-12020-06 uzm. Ne -4}

JEKJIAPALIMS IIPHHATA HA OCHOBAHUH

Cepmucgbuxam coomeemcmeus CUCIEMbl MEHEOHCMEHMA KAYECMEA 6 Cucmeme 006po6onbHOU cepmupukayuu
TOCT P Ne POCC HR. H®99.K00014, cpox deticmeus ¢ 19.10.2015 2. 00 19.10.2018 2, 000 "Oxpyxcnoii
yenmp konmpona kavecmsa", Poccus, 115280, 2. Mockea, yn. Macmepxkoea, 0. 4, am. 5, nom. I kom. 1

QIBUTENBHA [0 01.04.2021

% Cauray C.A.

n&nucs d.H.0

CBEJIEHUSI O PETUCTPAIIMM

OPI'AH 10 CEPTUGHKAIIHH, :.’.APEI"HCTPHPOBABIHHH JEKJIAPAIIMIO

RA.RU.11 M08 OPIAH 10 CEPTHOHKAI[HH ITPONVKIHH OBLJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, om. 5, nom. I, kom. 1, adpec opzara no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, y1. Macmepxoga, 0. 4, sm. 5., men.:(495)788-02-88, seb-
canm: oyxx.pg. -

JIEKJIAPAIIASI O COOTBETCTBHHM 3APETHCTPHPOBAHA N POCC HR. dM08.106005

JIATA PETUCTPAIIMH 05.07.2018

Jupenxko K.b.
Pykoogurens OC

.A Aq _.-4.',‘.'\ ‘A‘Jl
gy CKBA S0
V0N



jgl A

Product name:
HaseaHue npenaparta:
Series:

Cepus:

Manufacturing date:
[Oata npov3BoAcTea:
Best before:

fopneH pno:

Date of analysis:

[Oata npoBegeHusa aHanusa:

AQUA MARIS® dosed nasal spray 30 ml

AKBA MAPMC® cnpeit Ha3anbHbId A03UMPOBaHHbIA 30 Mn

070584
070584
04.2018.
04.2018.
04.2021.
04.2021.
14.05.2018.
14.05.2018.

CERTIFICATE N2 0404 (070584)/18
CEPTUOMKAT N2 0404 (070584)/18

PARAMETERS l REQUIREMENT RESULTS !
NAPAMETPbI : _ __TPEBOBAHWMA 3 PE3Y/NIbTATHI |
| CHARACTERS | Clear colorless odorless solution. complies
; OMNUCAHUE | Mpo3paunsiii HecupeTHbil pacTeop be3 3anaxa. COOTBETCTBYEeT
i_frERIUW N | Solution should be sterile. | complies j
! | |
: CTEPUNBHOCTB ! PacTBOp AONXEH ObiTe CTEPUNbHbIM. cooreeTcTayer
w AVERAGE MASS OF ONE DOSE 0,149 + 20 % (0,112 g - 6,168 g) complies
| CPEAHAA MACCA B OAHOW | 0,14 r + 20 % (0,112 r - 0,168 ) COOTBETCTBYET
| DO3E
| PERCENTAGE OF CONTENTS OF | 30,36 g (30 mi) + 10 % complies
| PACKAGE
|
! MPOLEHT BbIXOAA | 30,36 r (30 mn) = 10 % cooTBeTcTByeT
| COOEPXUMOro YNMAKOBKM | ,
pH 60-85 X ‘
I : | |
ISOTONOCITY | Freezing point of solution should be below than freezing | 0,58 °C }
| point of water on 0,40-0,70°C 1 |
W30TOHUYHOCTD | TemMnepaTypa 3aTBepAeBaHWUA pacTBOpa AOMKHA BbiTb HWXe 0,58 °C {
| \ TemMnepaTypel 3aTsepgesaHun sogel Ha 0,40-0,70°C | !
IDENTIFICATION OF ' Norms should conform to ND. complies i
Na* |
Ca2+ } 1 !
Mgh | |
cr ‘. \ i
S04* ‘ ‘ |
WAEHTUOUKALUA HopMbl gonxHel cooTBeTcTBOBaTL HA. | cooTBeTCTBYET |
Na* f |
ca?* | ;
Mg** ‘ : !
i S04 i |
] . | |
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- ASSAY OF | IC method: I
| Na* - Not less than 2,50 mg/mi complies
| ca? - Not less than 0,08 mg/ml | complies
| Mg?* ¢ Not less than 0,35 mg/mi ; complies
cl i Not less than 5,50 mg/ml complies
| 504 i Not less than 0,60 mg/mi complies !
| ‘ |
| HCOs I} Titrimetric methed: not less than 0,03 mg/ml | complies ‘
} |
KOMIMYECTBEHHOE } '
ONPEAENEHUE i MeTtoa MOHHON XpoMaTorpaduu: !
Na* ° He menee 2,50 mr/mn CooTBeTCTBYeT i
Ca?~ ! He meHee 0,08 Mr/mn cooTBeTCTBYeT
| Mg?* | He meHee 0,35 mr/mn COOTRETCTBYET
| er |
| Ci He Mexee 5,50 Mr/mn CooTBETCTBYET
. 85047 ! He meHee 0,60 Mr/mn COOTRETCTBYET
i |
HCO3 ! TuTpumeTpuyeckwii meToa: He Meree 0,03 Mr/mMn CooTBETCTBYET
" PACKING | 30 ml (30,36 g) of the medicinal product in a bottle of | complies
|‘ | neutral brown glass, equipped with a dosage device, spray !
| pump and a protective cap made of propylene. ;
! ‘' One bottle together with instructions for use is in a |
‘ cardboard box.
3 | Mo 30 Mn (30,36 r) npenapaTa 80 hnakoH n3 HEeRTPansLHoro
| YNMAKOBKA | CTEKN3 KOPUYHEBOrO UBETA, CHAGXEHHbIA A03UPYIOLMM | COOTBETCTBYET |
i | YCTPOWCTBOM, pacnblIMTENLHOW TOMOBKOW ¥ 33LIMTHOM ;
i | KPBIWKOW 13 nponuneHa. |
j OauH $pnakoH c MHCTpyKUMEl no NPHUMEHEHUID NOMELWaT [
| 8 KapTOHHYIO Nayky. ‘
TMARKING In accordance with Normative Documentation " complies ’
MAPKWUPOBKA - B cooteetcTaumn ¢ HopMaTusHoit [lokyMeHTaLmed i COOTBETCTBYET
E STORAGE CONDITIONS At temperature not more than 25°C. | complies i
| | |
LYCHOBMH XPAHEHUS | Mpw TeMnepaType He Bbiwe 259C. ‘ COOTBETCTBYET r
‘ SHELF LIFE 3 years | complies :
i CPOK rogHOCTH . 3ropa ‘ COOTBETCTBYET i
L S e | i J
This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms

te producing requirments.

Hanxas cepus OblA2 NPOBEPEHA 10 BCEM NOKA3aTenaM, NDEAYCMOTPEHHbIM HopMaTHBEHON JJoKyMEHTaLmMeR
H MONHOCTELIO COOTBETCTBYET NPEgbABASEMbIM TDEGOBAHUAM,

38
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Qualified Person

’ /| Stuli¢ Vaientina
JGL d.d. b€
Svilno 20 MeHegxep kauecTsa
Rijeka Stuli¢ Valentina
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CHCTEMA CEPTUOURAIIUMN I'OCT P
®EIEPATHHOE ATEHTCTBO TI0 TEXHHYECKOMY PETYJIMPOBAHHIO M METPOJIOTHH

sz, CEPTUOUKAT COOTBETCTBUA

¥ Ne POCC HR.OM08.C17596

°°nr.,¢m<ao¥"

Cpox AefiCTBHS C 05.07.2018 o
| N

1=}

0299823

OPTAH I10 CEPTHOU U 5
RA.RU. 11 ®MO8 OPTAH ITO CEPTH®HKALIHM [TPOTYKLHH OBUIECTBO C OF. PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYKIIOH I[EHTP KOHTPOIA KAHECTBA", adpec op2anuzayuu: 115280, 2. Mockaa,
yn. Macmepxosa, 3. 4, am. 5, nom. I, kom. 1, adpec op2ana ho cepmugpuxayuu: 115280, POCCHA, 2opod Mockea, yn.
Macmepiosa, 0. 4. 3m. 5., men.: (495)788-02-88, chaxc: (495)675-47-89

POAVKIIHSA -
exapl:eheeu%e cpedcmeo: Axsa Mapuc, enpeu nasanonoli 003UPOSaHHbIU 30 mn (30.36 2), xoa OK034-2014
naxonsl ¢ OIUPYIOUJUM YCMPOTCMBOM U pacnsiaumensuo eonoskot (1), RaUKU KADMOKKbIE, KOA (KIIEC 2008)
PV Ne IT NO13831/01 om 15.08.2007 (dama nepeogpopmnenusi 10.12.2015), ] 2

cepus 070584, napmux 30387 ynaxosox, z00ei d0,01,04.2021, |« Symoirm
wonmparxm Ne HQ001/2017 om 03.04.2017, unsotic Ne 1732-VP-10 om 27.06.2018 i A
COOTBETCTBYET TPEGOBAHUSM HOPMATHBHBIX AOKYMEHTOB
17 N0T383 1701150807 (HIT 42-12020-06 wine. Ne 1-4) —

| 3307900008

%&IBEHMEOPATOPHFI’ a.0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamusn

85(? T%%HWI-P yJM 899, adpec: 107564, 2. Mockea, yu. Kpacnobozameipexas, 8.6, cmp.6, komuama 26, smadic I,

Tenehon:(499)1433371.

HA OCHOBAHHWH

cepmudgpuxam anaruza npouseodumens Ne0404(070584)/18 om 16.05.2018, Cepmugbuxam coomeemcmeus Cuchemsl
menedwemenma kavecmaa 8 Cucmeme do6posonsnoii cepmugpuxayuu FOCT P Ne POCC HR. H®99.K00014, cpox deicmeus ¢

19.10.2015 2. do 19.10.2018 2., 000 "Oxrpysicroii yewmp konmpoas kavecmsa”, Poccus, 115280, ». Mockaa, yn.
Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1

OINNOAHHUTEABHASA HNHOOPMAIIUA

PYKOBOAMTEAb Oprana ... @{‘L! L Huzerxo U.b.

no, : AHALMGNH, QaM"wﬁmTﬂ' o
nosbesa H.A.
JKcnept B &/ Z A B — EE_._M_ 1
NoANUCH MHALMANBE, GaMUna

AD =OfUAOHs, Mockua, 2018, «Bs s Nr U6-05-08/003 OHC PO, 1en (486) F20.4/42, wew opuaon i




