NEKJAPAIIUSA O COOTBETCTBUHA

NEKJAPAHT, IPHHAMAIOLMH JEKJAPAIINIO O COOTBETCTBHH

000 "AqPAH"
Ceedenus 0 pezucmpayuu opeanusayuu. Mexcpaionnan uncnexyus Dedeparshoil Hano20801 cayxcovr Ne 46 no

2. Mocxee 28.08.2015, OTPH 1157746794810, dama npuceoerus OI'PH 28.08.2015.
Adpec: 107564, 2. Mockea, ya. KpactoGozameipckas, 9.6, cmp.6, xomnama 26,5masx 1. Teneghon:

| (499)1433371.
| B nuye: Ienepanvuuiii Oupexmop benaeuy Anexcanoap

osepennoe nuyo: Ceuzau C.A., dosepennocmo No 131/18 om 12.12.2018

3ASBJISIET, UYTO
nexapcmeennoe cpedcmeo: Axea Mapuc® ITmoc, cnpeii nasanouviil 30 ma, raxorsi (1), nauxu kapmoxHbie,

PY Ne JITIT-001359 om 15.12.2011 (dama 3amenwr 16.12.2016), cepus 27259, napmua 40000 ynaxo6ox, 200€H 00
01.10.2021, npouseodcmsa APAH-TATTEHCKH JIAEOPA TOPHH a.o., Xopsamus, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, xod OKITJ2 21.20.10.251, koo TH B3/ 3307900008,
xonmpaxm Ne HQ001/2017 om 03.04.2017, unsotic Ne 90005545 om 22.11.2019

COOTBETCTBYET TPEBOBAHHUSIM

JIT 001359-151211 uzm. Ne 1-2

JEKJIAPAIIAA ITIPUHSITA HA OCHOBAHHUH

cepmugbuxam ananusa npoussodumenn Ne0853/19 om 21.11.2019, Cepmugpuxam coomeemcmeus cucmemol
Menedxcmenma xavecmea 6 Cucmeme dobposonvhoi cepmugpuxayuu F'OCT P Ne POCC HR.H®99.K00023,
cpoxk deticmeus ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "Okpyxcroii yenmp KoHmpoIs kawvecmea" (000
"OLIKK"), Poccus, 115280, 2. Mocxsa, yn. Macmepkoaa, 0. 4, am. 3, nom. 1, kom. |

JIATA BPHHSTHS IEKTAPALIMH 27.11.2019

3 _Amlﬁ,ﬁEHG,\I;BHTEJ[BHA 10 01.10.2021

! Caurau C.A.
- ,55‘9’ r((mnﬂc:h ®.U.0

CBEJIEHMHSI O PETUCTPALIMHA

OPI'AH 10 CEPTHO®HKAITHH, 3APETUCTPUPOBABIIHH JEKJIAPALIMIO

RA.RU.11®M08 OPT'AH ITO CEPTH®HKAIJHH PO YKI[HH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPYXHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mocxea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 3., men.:(495)788-02-88, seb-
cavim: oykx.pg.

JNEKJAPAIIMS O COOTBETCTBHH 3APET'MCTPUPOBAHA X POCC RU I-HR.®M08.B.47064/19
JATA PEEH 'Q‘.‘u.\ 27.11.2019

//L‘/ f/ Junenxo U.B.
noM?L Pyxosomutens OC




CUCTEMA CEPTH@HHAHHH I‘OCT P

OEJEPAJIBHOE ATEHTCTBO HO TEXHH‘IECKOMY PEIYJIUPOBAHMIO M METPOJIOTUH

s CEPTUOUKAT COOTBETCTBHS

Ne POCC HR.OM08.C56285

¢ 7 ; i : .
“prupuxas” Cpox aeficTeus ¢ 27.11.2019 no —

Ne 0614775
OPTAH IO CEPTH‘DI’IKAJ.IHI’I ‘
RA.RU.11®MO08 OPI'AH 11O CEPTHOHKALIMH HPO,[{YKIH!H OEIL{ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBHIO "OKPY)XHOH EHTP KOHTPOJIA KAYECTBA"; adpec opaanuzayuu: 115280, 2. Mockaa,
yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no cepmugpurayuu: 115280, POCCHA, 20pod Mocksa, yn.
Macmepxkoea, 9. 4, om. 5., men.. (495) 788-02-88 ¢wac (495)675-4 7-89

NOPOAYKIIUA '

Jlexapcmeennoe cpedcmso: Axea Mapuc@ Hmc cnpeil hasansHui 30 M, ginaronsi (1), nauku xop OK 034-2014

Kapmounvie,

PV No JTTT-001359 om 15.12.2011 (dama sawems 16.12.2016), | E%ﬁos)
~ cepus 27259, napmus 40000 ynaxoeok, 200en 00 01:10.2021, : = 21.20.10.251

Kxonmpaxm Ne HQ001/2017 om 03.04.2017, umuch 90005545 om23.14. 201 9 R

COOTBETCTBYET TPEBOBAHHRM ,HOPMATHBHLIX AOKYMEHTOB

JIIT 001359-151211 uzm. MNe 1-2 - xopA TH BBA

3307900008

HU3TOTOBUTEAD
AIPAH-TATTEHCKH JIABOPATOPHH a.0., JADRAN- GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamus : 3

CEPTUDUKAT BBIAAH 3
000 "JPAH", HHH: 7718271899, adpec 107564 2. Mocxaa, y.rf Iﬂpamfoﬁoamupcxaﬂ 0.6, cmp.6, komuama 26,5maxc 1.
Tenepon:(499)1433371. ; :

HA OCHOBAHHMH
cepmughuxam ananusza npousgodumenn Ne0853/1 9 om 21.11.2019, Cgpmmﬁuxam COOMBEMCMBUA CUCTEMbBl MEHEOHCMENMA
rkavecmsa 8 Cucmeme dobposamsroll cepmucpuxayuu FOCT P Ne POCC HR. A®99,K00023, cpox deticmeus ¢ 12.09.2018 2. do

12.09.2021 2, Q0O "Oxpyscroii yenmp xouw xaueemsa” (OO0 "OLKK"), Poccus, 115280, 2. Mocxea, yn. Macmepiosa,
0. 4, am. 5, nom. 1, xom. 1 _ : }

AOIMOAHUTEABHAA HH(DOPMAIII’UI
Cxema m@uxﬂquu 6e. .

Hunenxo U.B.

WHAUMENG], DaMunus

Conosrena H.A.

WHMUManel, paMunus
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Product name:
HassaHue npenaparTa:

AQUA MARIS® PLUS, nasal spray, 30 ml
AKBA MAPUC® NNKOC, cnpeit HazanbHbiiA, 30 Mn

Series: 27259
Cepusa: 27259
Manufacturing date: 10.2019,
farta npoun3sogcrea: 10.2019.
Best before: 10.2021.
FopoeH no: 10.2021.
Date of analisys: 14,11.2016%.
[ata aHanu3aa: 14.11.2019.

118 . i.'ll:ﬂii
CHARACTERS

CERTIFICATE N2 0853/19
CEPTUOUKAT N2 0853/19

e

Clear colourless liquid without odour

[EREGURA

HOB P #
COMPLIES

ONUCAHUE BecupeTHbId Npo3payHbIf pacTeop Ge3 3anaxa COOTBETCTBYET
IDENTIFICATION
Na* Norms should conform to ND COMPLIES
Ca®*
Mg?*
Ct:
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.
NOANWUHHOCTbL
Na~* HOpMbI AoNXHBI COOTBETCTBOBATL H/] COOTBETCTBYET
2+
rcdaglk
(el by
S042°
AekcnaHteHon MeTog B3XX: COOTBETCTBYET
BpeMs perucrtpaunu 0CHOBHOrD NWKA Ha XpOMaTorpaMme
UCMbITYEMOro pacTBopa AONXHO COBNaAaTh C BPEMEHEM
PercTpaunmn nMka AeKCnaHTeHoNa Ha XpoMaTorpaMMe
CTaHAAPTHOrO pacTeopa
pH From 6.0 to 8.5 7.3
H Ot 6,0 po 8,5 e
PERCENTAGE OF CONTENTS OF 30.36 g (30 ml) £ 10 % COMPLIES
PACKAGE
MPOUEHT BbIXOAA COLEPXMMOro | 30,36 r (30 Mn) = 10 % COOTBETCTBYET
YNAKOBKU
DEXPANTHENOL From 0.90 to 1.05 g/100 g 1.01 g/100 g
OEKCMNAHTEHON Or 0,90 ac 1,05 r/100 r 1,01 r/100 r
STERILITY Solution should be sterile COMPLIES
CTEPUNBbHOCTb PacTeop AonxeH EbiTh CTEPUNbHBIM COOTBETCTBYET
OSMOLALITY 0.215 - 0.376 Osmol/kg 0.339 Osmol/kg
OCMONIANBHOCTL 0,215 - 0,376 OcM/kr 0,339 Ocm/xr
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1C 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
C1- Not less than 4.10 mg/ml COMPLIES
S0 Not less than 0.45 mg/ml COMPLIES
Titrimetric method:
HCO* Not less than 0.025 mg/ml COMPLIES
KONWYECTBEHHOE ONPEAENEHUE
MeToa MoHHOW xpoMaTorpadum:
Na~ He Menee 1,90 mr/mn COOTBETCTBYET
Ca?* He menee 0,06 mMr/mn COOTBETCTBYET
Mg?* He Mexee 0,25 Mr/mn COOTBETCTBYET
Cc1 He MeHee 4,10 mr/mn COQTBETCTBYET
S0 He menee 0,45 mr/mn COOTBETCTBYET
TUTPUMETPUUECKHUIA METOA:
HCO* He meHee 0,025 mr/mn COOTBETCTBYET
PACKAGING In accordance of Normative Documentation COMPLIES
YNAKOBKA B cooTBeTCTBUM C HopMaTUBHOW [lOKyMEHTauMen COOTBETCTBYET
LABELING In accordance of Normative Documentation COMPLIES
MAPKWPOBKA B cooTBeTCcTBMKM C HopMaTneHOW [loKyMeHTauuen COOTBETCTBYET
STORAGE At the temperature not above 25 °C COMPLIES
XPAHEHWE Mpu TeMnepaType He Bbiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK roAHoOCTH 2 roaa COOTBETCTBYET

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

requirments.

HanHas cepus 6biNa NpoBepeHa M0 BCEM MOKA3ATENAM, NPeAyCMOTPEHHbIM HOPM3TUBHOM AOKYMEHTauued ¥ fofHOCTLI0
COOTBETCTBYET NPEenLABNAEMbIM TDEBOBIHUAM.

Qualified Person
Valentina Stulié

KeanngurunposaHHoe 11uo
valentina Stuli¢
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