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AEKJIAPAIIMSI O COOTBETCTBUA

AEKJIAPAHT, IPHHUMAIOI U AEKJIAPAITAIO O COOTBETCTBUA
000 "APAH"

Ceedenun o pecucmpayuu opeanusayuu: Mecpationnas uncnexyus PedeparoHol Hanozosoii ciyxrctor Mo 46 no

2. Mockee 28.08.2015, OT'PH 1157746 794810, oama npuceoenus OI'PH 28.08.2015.

Adpec: 107564, 2. Mocxea, yn. Kpacnobozamuipexas, 0.6, cmp.6, komnama 26,3maxc 1. To eneqhon;
(499)1433371.

B ruye: I'enepansnuiii dupexmop Berasuy Anexcanoap

Hosepennoe ruyo: Ceuzau C.A., dosepennocms Ne 131/18 om 12.12.2018

3ASIBJSIET, UTO
JAexapcmeennoe cpedcmeo. Axea Mapuc®, cnpeii nazansnuiii Oosupoeannviii 30 ma (30.36 2), gaaronvt ¢
OO3UPYIOWUM YCIMPOTICIEOM U PACTIBLIUMENbHOT 20108K01i (1), nauxu xapmounwie, PY No IT N013831/01 om

15.08.2007 (0ama nepeogpopmnenus 10. 1 2.2015), cepun 21458, napmus 16013 ynakosok, eoden 0o 01.10.202],

npouseoocmea APAH-TATEHCKH JIABOPATOPHH a.o., Xopeamun, JADRAN-GALENSKI LABORATORILJ
d.d., Svilno 20, 51000 Rijeka, Croatia koo OKII/2 21.20.10.251, kod TH B3J] 3307900008, xoumpaxm No
HQO001/2017 om 03.04.2017, ungoiic Ne 90001189 om 06. 02.2019

COOTBETCTBYET TPEBOBAHUAM

I N013831/01-150807 (HIT 42-12020-06 uam. Ne 1 -4)

AEKJIAPAITHSA ITPUHSATA HA OCHOBAHUM

cepmughuxam anarusa npouseodumens Ne0919/18 om 12.12.20] 8, Cepmugpuxam coomsemcmeus cucmemu:
MeHeOxncmenma kavecmea 6 Cucmeme do6posonsHoii cepmucpuxayuu FOCT P Ne POCC HR. H®99.K00023,
cpok deticmeun ¢ 12.09.2018 2. 00 12.09.2021 2., 000 "Oxpyarcnoii yenwmp xonmpons xauecmsa”, Poccus,
115280, 2. Mocxsa, ya. Macmepxoaa, 9. 4, 5m. 5, nom. I, kom. |

% Csurau C.A.

n(anuc;b ®.H.0

CBEJEHMUSI O PETUCTPALIUA

OPTAH I10 CEPTHU®HUKAIIMH, 3APETHCTPHPOBABIIHI AEKJIAPAIIMIO

RA.RU.11®M08 OPTAH 110 CEPTHOHKALHH ITPOTVKLIHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LHEHTP KOHTPOJLI KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, y». Macmeproea, 0. 4, sm. 5, nom. I, xom. |, aodpec opzana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, eet-
caiim. oyxr.pgh.

AEKJIAPAITAS O COOTBETCTBHM 3APETMCTPHPOBAHA M POCC RU I-HR.®M08.B.15458/19
JAATA PETHCTPALIUM /2.02.2019
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Product name: AQUA MARIS® dosed nasal spray 30 ml

Ha3saHue npenapara: AKBA MAPMUC® cnpeit HazanbHBbI A031poBaHHbIR 30 Mn
Series: 21458

Cepus: 21458

Manufacturing date: 10.2018.

Hata npown3soacTea: 10.2018.

Best before: 10.2021.

logen go: 10.2021.

Date of analysis: 26.11.2018.

Hara nposeneHuns aHanusa: 26.11.2018.

CERTIFICATE N2 0919/18
CEPTUOMUKAT N2 0919/18

f PARAMETERS '~ REQUIREMENT RESULTS ,
! MAPAMETPbI TPEBOBAHMSA PE3Y/IbTATbI |
WARACTERS | Clear colorless odorless solution. complies i
|
ONMUCAHUE Mpo3payHblit GecuseTHLIR pacTecp 6e3 3anaxa. | cooTeeTcTayer ‘
! {
STERILITY ' | Solution should be sterile. complies
; CTEPUNIBHOCTbL Pacteop gonkeH BbiTe CTEPUNLHEIM. ' COCTBETCTBYET
[ - ]
AVERAGE MASS OF ONE DOSE | 0,14 g + 20 % (0,112 g - 0,168 g) [ complies
CPEAHAS MACCA B OAHOW | 0,14 r + 20 % (0,112 r - 0,168 r) cooTaeTcTByet
NO3E
' PERCENTAGE OF CONTENTS OF | 30,36 g (30 ml) £ 10 % complies ]
| PACKAGE
NPOUEHT BbIXOAA | 30,36 r (30 mn) + 10 % COOTBETCTBYET
COAEPXMMOrQo YNAKOBKU | ‘
[pH | 60-85 o o o o Ts,z - o
- ISOTONOCITY Freezing point of solution should be below than freezing | 0,6 °C
point of water on 0,4-0,7°C
W30TOHWUYHOCTb . TemnepaTypa 3aTeepaeBaHus pacTBOpa A0NKHA BbiTh HUXE I 0,6 oC
TeMnepaTypel 3aTBEpAEBaHMA BOARI Ha 0,4-0,70C |
] IDENTIFICATION OF Norms should conform to ND. ﬂ complies ]
N +
ca** |
Mg?*
cr
S04*
| MAEHTUOUKALKA HopMsi gonxHe! cooTeeTcTBOBaTSL HA. cooTBeTCTBYET
Na*
’ c32+ ’
| Mg2+ |
b | |
| SO4* ‘
L o b, %!
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[ ASSAYOF | IC method: - T _7“"‘;_5
| Na* . Not less than 2,50 mg/mi | complies '
Ca®* ! Not less than 0,08 mg/ml complies
Mg?* ' Not less than 0,25 mg/ml | complies
cr ! Not less than 5,50 ma/ml | complies
S0 Not less than 0,60 mg/ml | complies
‘i HCOz Titrimetric method: not less than 0,03 mg/ml I‘ complies
| KONWMYECTBEHHOE ‘ |
I ONPEAENEHWE MeTog noHHoW xpomaTorpatim: |
" Na* He meHee 2,50 mr/mn | cootsetcTayeT I
| Ca? He menee 0,08 Mr/mn | cooTBercTBYET
’ Mgt He menee 0,35 mr/mn | cooTeeTcTayeT
| cr He menee 5,50 mr/mn | cooTBeTcTBYET |
i S04 He Menee 0,60 Mr/mn [ COOTBETCTBYET i
11 HCO3 TUTDUMETPUYECKUI METOA: He MeHee 0,03 Mr/mn | cooTBETCTBYET
| : s i ] e =
PACKING 30 mi (30,36 g) of the medicinal product in a bottle of | complies |
| neutral brown glass, equipped with a dosage device, spray ‘- I
| pump and a protective cap made of propylene. [
[ | One bottle together with instructions for use is in a | |
| cardboard box. | ’
[ | |
| Mo 30 Mn (30,36 1) npenapata B0 GnakoH U3 HEUTPANLHOMO | ‘
| YMAKOBKA | CTEKNA KOPUYHEBOro useta, cHabxeHHbili aosupylowuM | COOTBETCTBYET
| | YCTDOACTBOM, pacnLinUTeNsLHON FONOBKOW W  33WUTHON
i \ KPBIWKOW U3 NponunexHa. i
l OauH dnakos ¢ WHCTRYKUMEA MO NPUMEHEHUID noMeLLarT
| B KapToHHYO nauky.
| P s
MARKING | In accardance with Normative Documentation | complies
MAPKUPOBKA i B coorsetcTBuM ¢ HopMaTtushoii HokymeHTaymnei ] COOTBETCTBYET
| STORAGE CONDITIONS | At temperature not more than 25°C, | complies
! YCNOBUA XPAHEHUA I Mpu TemnepaTtype He Bhiwe 250C. COOTBETCTBYET
. —_—
! SHELF LIFE 3 years complies |
‘ CPOK rogHOCTH " 3 roga COOTBETCTBYET |
This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms
to producing requirments.
Aarnas cepus Gbina NnpoBepenHa no Bcem f10Ka3aTensamM, npesycMoTpeHHsIM HopMaTtusHoi JokyMeHTaynei
1 MONHOCTBIO COOTBETCTBYET NpeabABnacMbiM TpeGoBarusM.
Qualified Person
Valentina Stuli¢
KeanupuuuposarHHoe nuyo
Valentina Stuli¢
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