JAEKJIAPAITUSI O COOTBETCTBHUHU

AEKJIAPAHT, IPHHUMA O HiT JAEKJIAPAIIMIO O COOTBETCTBUH

000 "SAPAH"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus ®edeparsuoii narozo6oi: cayanchvr Ne 46 no
2. Mockee 28.08.2015, OTPH 115774679481 0, 0ama npuceoenus OI'PH 28.08.2015.

Aopec: 107564, 2. Mocxaa, yn. Kpacrobozameipckas, 0.6, cmp. 6, komnama 26,5maxc 1. Tereghon.
(499)1433371.

B nuye: I'enepanvusiii dupexmop Benasuy Anexcandap

Hosepennoe nuyo: Ceuzay C.A., Oosepernocms No 131/18 om 12.12.2018

3ASIBJIET, YTO

Aekapemeennoe cpedcmeo: Akea Mapuc®, cnpeii HazanbHbii Oozuposannbiii 30 ma (30.36 2), @naxonwi ¢
Oo3upyiouum yempoiicmeom u pacneliumensuou 20106xot (1), nauxu xapmonnsie, PY No IT NO13831/0] om
15.08.2007 (oama nepeoghopmaenun 10.12.2015), cepun 24158, napmun 36745 ynaxosox, zoden do 01 12,2021,
npoussoocmea AJIPAH-TAJIEHCKH JIABOPATOPHH a.o., Xopeamus, JADRAN-GALENSKI LABORATORILJ
d.d., Svilno 20, 51000 Rijeka, Croatia xod OKTIZ]2 21.20.10.25 1, koo TH B3 3307900008, Koumparxm No
HQO001/2017 om 03.04.2017, ungosic No 90001294 om 12, 02.2019

COOTBETCTBYET TPEEOBAHUAM

ITNOI3831/01-150807 (HIT 42-12020-06 uam. No 1-4)

JAEKJIAPALIMS IIPHHSITA HA OCHOBAHUH

cepmucgpuxam ananusa npoussodumens Nel037/18 om 21.01.2019, Cepmugpuxam coomeemcmeus cucmems:
Menedncmenma kavecmea ¢ Cucmeme 0obposoavrot cepmugpuxayuu FOCT P Ne POCC HR H®99.K00023,
cpok Oeiicmeus ¢ 12.09.2018 2. 9o 12.09.2021 2, 000 "Oxpyscnoil yenmp koHmpoas kavecmea”, Poccus,

- 115280, 2. Mockea, ya. Macmeprkosa, 0. 4, sm. 5, nom. 1, xom. |

% Caurau C.A.

ﬁ’onnucs ®.U.0

CBEJEHHS O PETUCTPALIMU

' OPTAH ITO CEPTHO®HKAIIUH, 3APETHCTPUPOBABIIHH AEKJAPAITHIO |

| RA.RU.11®M08 OPTAH 11O CEPTHOHKALMH ITPOJVKLIHH OBLJECTBO C OIrPAHHYEHHOH | ‘
OTBETCTBEHHOCTAIO "OKPYKHOH LEHTP KOHTPOJIA KAYECTBA" l
adpec opzanuzayuu.: 115280, 2 Mocksa, yn. Macmeprosa, 0. 4, am. 3, nom. I, kom. 1, adpec opzaua no ’

cepmugpuxayuu. 115280, POCCHA 20pod Mocxea, yr. Macmeprosa, 0. 4, 3m. J., men.:(495)788-02-88, eeb-
- caum: oykk.peh. |

@/ Huaenko HU.B,

MOANKCH PyxoBomurens OC




CUCTEMA CEPTHOUKAIIY TOCT P
OETEPAJIBHOE AI‘EHTCTB,O_HO TEXHH"IECROMV PETYJIMPOBAHUIO U METPOJIOTHH

. CEPTUOUKAT COOTBETCTBUS

T Ne POCC HR.®M08.C34218

op ukaur’

Cpok peiicteus ¢ 20.02.2019 no

Ne 04576089
%P}{M 051)-‘/[1?8 SFF M%?MWH ITPOAYKLHH OBLECTBO C OFPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYKHOH UEHTP KOHTPOJ/IA KAYECTBA", adpec opzanuzayuu; 115280, o Mockea,
ya. Macmepkosa, 0. 4, sm. 5, nom, I, koM. 1, adpec opeana no cepmugbuxayuu; 115280, POCCHA, z0pod Mocksa, yn.
Macmeprosa, 0. 4, sm. 5., men.: (495)788-02-88, paxc: (495)675-47-89

%ﬁ%ﬁ%ﬁ%‘g%mmm Axea Mapuc®, enpeii nazanronuiii doaupdaannuﬂ 30mn (30.362), — OK 0342014
dnakonsi ¢ dozupyiouum yempoucmeam u pacnsuiumensroii zonoskoil (1), nauxku kapmonnvie, | KOA

PY Ne ITN013831/01 om 15.08.2007 {0ama nepeoghopmnenus 10. 12.2015), EOKHSI%)O'OS)
cepus 24158, napmus 36745 ynaxosox, 20den do 01. 12.2021, | 21.20.10 2'51
Kxoumpaxm Ne HQ001/2017 om 03.04.2017, unsodic Ne 90001294 om 12.02.2019 I

GQOTBET Efﬁyﬁmljg%%l&g%lzgpmumHLIX AOKYMEHTOB

F{m_TﬁiBé_A_m o
' 3307900008

%QFM(H PJI 175/4 BOPATOPHH a.o., JADRAN-GALENSKI LARORATORIJ d. d., Svilno 20, 51000 Rijeka, Croa tia,
Xopeamua b

Sgg TW,&K%E}P 9%&99& adpec: 107564, 2. Mocxsa, ya. Kpacnobozammpexas, 0.6, cmp.6, kamrama 26,3maxc 1.

Teneghon:(499)1433371.

HA OCHOBAHHUU

cepmugbuxam anarusa rnpouseodumenn Me] D37/18 om 21.01.2019, Cepmudpuxam coomeemcmaun CUCIEMBI MEHEDNCMER MU
kavecmsa ¢ Cucmeste 006posonbHoi cepmugpuxayuu FOCT P Ne POCC HR. H®99.K00023, cpok deiicmeus ¢ 12.09.20] 82 oo

12.09.2021 2., 000 "Okpyoicuoil yenmp KoHmpans kavecmsa”, Poccus, 115280, 2. Mocxksa, yn. Macmepkosa, 0. 4, sm. 5, nom,
1, kom, 1|

AHUTEABHASA UHOOPMALINA

pRuKayuu OC.
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Hunesxo H.B.

H PykoBoAHuTeAs opraHa | i %
J WHAUWANGL!, DaMunke

# Ixcnepr —(Heccqgy.  CowmeesaHA.
& : NoganuceL ) VHWLMaNB, haminis
Ceprudukar ne TPUMEeHSeTCA NpH 06a3aTeALHON CepTHDHKALHMU J

-IDM-. Mocxss, 2018, <B+  rusueramm Mg 05-05-08/003 BHC P, Tan. (485) T30 4742, www.apcion.ry
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Product name:

HassaHue npenapara:
Series:

Cepus:

Manufacturing date:

HaTa npoussogcTea:

Best before:

FoneH po:

Date of analysis;

AaTa npoeegeHus aHanusa:

AQUA MARIS® dosed nasal spray 30 m|

AKBA MAPWC® crnipeit HazanbHbiii A03UpoBaHHLIA 30 Mn
24158

24158

12.2018.

12.2018.

12.2021.

12.2021.

15.01.2019.

15.01.2019.

CERTIFICATE N° 1037/18
CEPTUOUKAT N° 1037/18

~ PARAMETERS |~ — - REQUIREMENT - RESULTS
— NAPAMETPbI L TPEBOBAHWUSA | PE3YNbTATBI
| CHARACTERS | Clear colorless odorless solution. complies
|

| |
! OTNMUCAHUE . Mpo3paunbiil GecuseTHLIH pacrteop 6e3 3anaxa. | cooTeeTcTByeT
- S— = | S
| STERILITY | Solution should be sterile, F complies !
| | |
| CTEPUJIbHOCTL | Pacteop gonmxeH 6uiTh CTEePUAbHBIM. { COOTBETCTBYET
|
' AVERAGE MASS OF ONE DOSE | 0,149 %20 % (0,112 g - 0.168 g) _“c*o%pties
| CPEAHAA MACCA B oAHOWN J 0,14 r +20% (0,112 r - 0,168 r) COOTBETCTBYET
| AO3E ; . !
| PERCENTAGE OF CONTENTS OF 730,36 g (30 1 m)£109% | complies !
| PACKAGE ‘ ;

MPOLEHT BbIXOAA | 30,36 r (30 mn) + 10 % | cootercrayer !

COAEPXWMOTO YNAKOBKUW

|

' 8,0

|
|
|

|

Freezing point of solution should be below than freezing I 0,6 oC

pH 6,0-85
| ISOTONOCITY
| | point of water on 0,4-0,7°C
| |

WU30TOHUYHOCTL

| TemnepaTypa 3aTeepaesanus PacTBOPa ACNKHA BbITh HUXKE | 0,6 °C
;‘ TeéMNepaTypbl 3aTeepaesaHusn Boabl Ha 0,4-0,7°C |
! ! |

IDENTIFICATION OF

Na*

Ca?*

Mg“

L cr
SO4%

| MAEHTUOUKALNS
Na*

| ca?+
Mg?*

| ¢

| §04%

’ Norms should conform to ND.
!

L S
complies

|
HopMbl SOAXHbI CoOTBETCTBOBaTL H/l. COOTBETCTRYET |

I
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ol

| ASSAY OF o [ IC method:

| Na* Not less than 2,50 mg/ml : complies

| Ca2* | Not less than 0,08 mg/m| ' complies

| Mg+ Not less than 0,35 mg/m| . complies ‘
cr | Not less than 5,50 mg/m!| complies j

‘ S042 | Not less than 0,60 mg/m| complies

i \

: HCOs Titrimetric method: not less than 0,03 mg/ml : complies
KONWYECTBEHHOE \

| ONPEAENEHWE ' MeToA MoHHOIA xpomaTtorpadiuu: ‘

| Na* He menee 2,50 Mr/mn | COOTBETCTBYET

| Ca® | He menee 0,08 Mr/mMn cooTBETCTBYET

| Mg?! | He menee 0,35 mr/mn | cooTeercrayeT
cl- He menee 5,50 mr/mn COOTBETCTBYET ‘

| S04 | He meHee 0,60 Mr/mn i COOTBETCTBYET |

|

| | |

| HCOy TUTPUMETPUYECKUI METOA: He MeHee 0,03 Mr/Mn COOTBETCTBYeT

| PACKING ~ 30 ml (30,36 g) of the medicinal product in a bottle of | complies I

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 (30,361) npenapara Bo PNakoH U3 HERTPaNLHOro _1

| ¥YNMAKOBKA CTEKNa KOPWYHEBOrO UBETA, CHAabXEeHHbIW A03UPYHOLWUM | cooTBeTcTByeT
YCTPOWCTBOM, PacnbIIMTENLHONW FONOBKOW WM 3aLLUMTHON |

KPbLILWKOK U3 nponunexa, |

OAvH HRakoH C MHCTPYKUMENR N0 NPUMEHEHUIO NOMELLAKT
B KAPTOHHYK Nadky.

|
" MARKING i In accordance with Normative Documentation | complies
MAPKWPOBKA ‘ B cootBeTcTBMM € HopMaTusHoll [lokyMexTaumei ‘ COOTBETCTBYET
TSTORAGE CONDITIONS { At temperature not more than 25°C, i complies
i YCNIOBUSA XPAHEHWUA I MNpu TeMnepaType He griwe 259C, | cooTBETCTBYET l
T SHELF LIFE - 3 years complies |
: CPOK rogHOCTH j 3 rona COOTBETCTBYET

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

Hannas cepusi Goina nposepena no scem fokasaTensmM, npegycMoTpeHHsiM HopMaTuBHOi JokyMeHTauuei
M MOSIHOCTLIO COOTBETCTBYET NPEABLABNACMbIM TDEEOBAHUAM.

Qualified Person
Valentina Stuli¢

KaanwcbwuwpoBaHHoe nuuo
Valentma Stullll/ e / LLnevd

Lt L"“ g"E-
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