JIEKJIAPAIIUSI O COOTBETCTBHHA

JNEKJAPAHT, TPHHAMAIOIUH JTEKTAPAITHIO O COOTBETCTBHH
| OO0 "AIPAH"
Ceedenus o pezucmpayuu opzanusayuu: Mexcpauonnas uHcnexyus PedepanbHoll HAN020601 cayxcosr Ne 46 no
2 Mockee 28.08.2015, OT'PH 1157746794810, oama npuceoenus OI'PH 28.08.2015.
Adpec: 107564, 2. Mocxea, yi. Kpacnotozameipexas, 0.6, cmp.6, komnama 26,3madc 1. Tenedhon:
(499)1433371.
B auye: [enepanvrbiii oupexmop beaasuy Anexcanoap
JHosepennoe nuyo: Ceuea C.A., dosepennocmy Ne 292/17 om 25.09.2017

3ASIBJISIET, YTO

nexapemeennoe cpedcmeo: Axea Mapuc® [luoc, cnpei nasanonoiit 30 ma, guaxonw (1), nauku kapmonneie,

PV No JIIT-001359 om 15.12.2011 (0ama 3amenei 16.12.2016), cepus 20558, napmus 92466 ynaxoeox, 200ex 00
01.10.2020, npouseodcmea FjJFPAH-TAJIEHCKH JIABOFATOPHH a.o., Xopeamusi, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, ko0 OKII42 21.20.10.251, koo TH B3 3307900008,
konmpaxm Ne HQ001/2017 om 03.04.2017, unsouic Ne 90000206 om 29.11.2018

| COOTBETCTBYET TPEGOBAHHSIM
JIIT 001359-151211 uzm. Ne 1-2
JEKJAPALIUSA [IPHHATA HA OCHOBAHHH
cepmugpuxam ananuza npouzeodumens Ne0933/18 om 29.11.2018, Cepmucpuram coomeemcmeus cucmembl
menedoemenma kavecmea 6 Cucmeme dobpoeonsnoii cepmucpuxayuu F'OCT P Ne POCC HR.H®99.K00023,
epok Oeiicmeus ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "Oxpyicnot yenmp KoHmpona rauecmea", Poccus,
115280, 2. Mockea, yn. Macmeproga, 0. 4, sm. 5, nom. I, xom. |

LAEKTTAPAINAN 05.12.2018
t TBUTEJIbHA 1O 0/.10.2020
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CBEJEHMUS O PETUCTPALIUU

OPTAH 110 CEPTU®UKAIIAH, 3APETMICTPUPOBABIIHNHA JEKJIAPAITHIO

DA NTT 11 RAGNAG ATTATT TTA ADDTIIATIT A TITATF TIDOTVIATITING NI OTDO 7 AN A LI e L TOTT
RARU HENMGS OPTAII IIC CEPTHCHIALIIIT HPCL YRLHe CollgeliolU U Ul iatind iy HOH

OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mocxea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, aopec opzana ho
cepmugpuxayuu: 115280, POCCHA, 20poo Mockea, yi. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, seo-
caium. oykK.p@.

JEKTAPATIUG O COOTRETCTR
JATA PETUCTPALIUH 05.12.2018

U RAPETUCTPUPORANA Ao POCC RIV JI-HR.@MOR.B.09210/1R
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CUCTEMA CEPTUOURAIIAU T'OCT P
®E[EPAIILHOE ATEHTCTBO 110 TEXHHYECKOMY PETYIMPOBAHHUIO U METPOJIOTHH

e CEPTUOUKAT COOTBETCTBUA

T

Ne POCC HR.®M08.C29186

Co. @
B inpuKas

Cpox pAefictBust ¢ 05.12.2018 no ----

OPFAH IO CEPTHOHUKAIINN

RA.RU.11 MO8 OPIAH ITO CEPTHPHKALIHH ITPOIYKITHH OBII[ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTRIO "ORKPVICHOI IIEHTP KOHTPOTS KAUECTEAY gopec speanusaiii, !

O OpClnlisdijiiid, “'..'1':6'(/', <. .'\-fuL.Auu,
ya. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no cepmugpuxayuu: 115280, POCCHA, zopod Mocksa, yi.
Macmeprosa, 0. 4, am. 5., men.: (495)788-02-88, (paxc: (495)675-47-89

HPOAYRKLIMA i st e s
Jlexapcmeennoe cpedcmeo: Axea Mapuc® Ilnioc, cnpeii nasaneneric 30 s, axons: (1), nauku | koA OK 034-2014
KADTIONTR 2, i

PY Ne JIIT-001359 om 15.12.2011 (dama zamenws 16.12.2016), - EEHIGI?ICHE;JOS)

cepus 20558, napmun 92466 ynaxosox, zoden oo 01.10.2020, 2120 16 .'-Z‘?l
konmpaim Ne HO001/2017 om 03.04.2017, ungoiie Ne 90000206 om 29.11.2018 LR

COOTBETCTBYET TPEBOBAHUMSAM HOPMATUBHBIX AOKYMEHTOB
JITONIIFOISI21] wane Mo 1.2 o

koA LH BIA
3307900008
N3TOTOBHUTEAD -
ANPAH-TATTEHCKH JTABOPATOPHH a.o., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopaamus

CEPTU®HUKAT BBIAAH
QOQ "AITPAH" HHH: 7718271890, pdpec: 107564, o Mocuna, s Kp

Teneghon:(499)1433371.
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cepmudpuram ananuza npoussooumens Ne0933/18 om 29.11.2018, Cepmughuxam coomsememeus cucmemsl Menedycmenma
kavecmsa 8 Cucmenme dobposonbuoii cepmugpuxayuu FOCT P No POCC HR H®99. K00023, cpox deiicmeun ¢ 12.09.2018 ~ 5o
12.0%.2021 2., QOO "Oxpyoicioil yeump xoumpons xaueemsa”, Poccus, 115280, 2. Mockea, y. Macmeprosa, 0. 4, sm. 5, noa.
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Product name:
Ha3saxue npenaparta:

AQUA MARIS® PLUS, nasal spray, 30 ml
AKBA MAPWC® NNKOC, cnpeii HazansHsIi, 30 MA

Camvii s SACCo
b N e AV }
Cepus: 20558
Manufacturing date: 10.2018.
HaTta npownzeogcrea: 10.2018.
Best before: 10.2020.
logen go: 10.2020.
Date of analisys: 26.11.2018,
Odarta ananuza: 26.11.2018.
CERTIFICATE N2 0933/18
CEPTURUKAT No 0933/18

PARAMETERS | REQUIREMENT RESULTS
MAPAMETPbI TPEEOBAHMA ek PE3YNbTATbI
CHARACTERS Clear colourless liquid without odour COMPLIES
ONUCAHUE BecuseTHbIl Npo3paunkii pacTsop 6e3 3anaxa COOTBETCTBYET
IDENTIFICATION
Na~* Norms should conform to ND COMPLIES
Cal+
Mo’
c1
S04
Dexpanthenol HPLC-method: COMPLIES

The retention time of the peak on the chromatogram of

the test solution must correspend to the retention time

of the peak of dexpanthenal on the chromatogram of

reference solution.

 NOANARKMOCTE

Na’ HopMel AonxHbl cooTBETCTBORBATE HJ] COQTBETCTBYET
Ca?+
Mg?*
cr
SO
Aekcnaxteron Meroa BIXX: COOTBETCTBYET

Bpems perncTpaymin OCHOBHOTO NKKa Ha XpOMaTOrpaMMe

| MCNLITYEMOro PacTeOpa AONXKHO COBNadaTte C BPEMEHEM

PETUCTPALMM NUKA ABKCNAHTEHONA HA XPOMATOrpamMMe

CTaHAAPTHOTO PacTeopa
pH From 6.0 to 8.5 2.3
pH Ot 6,0 80 8,5 7
PERCENTAGE OF CONTENTS OF 30.36 g (30mi) + 10 % COMPLIES

PACKAGE

NPOLIEHT BbIXOAA COAEPXKMMOrO | 30,36 r (30 mn) £ 10 % COOTBETCTBYET
YMAKOBKM
DEXPANTHENOL From 0.90 to 1.05 g/100 g 1.00 g/100 g
JNEKCIAHTEHON Ot 0,90 a0 1,05 r/100 r 1,00 r/100 r
STERILITY Solution should be sterile COMPLI@!@E‘E’EW&,.

| oo, X
CTEPUNBHOCTb PaCTBOD AONKEH BbiTh CTEPUALHLIM COQTBETCTBYET .«
OSMOLALITY 0.215 - 0.376 Osmol/kg 0.338°0smol/kg

h??f /kg

OCMONANBHOCTH 0,215 - 0,376 Ocm/kr 0,338 OcH/Kt

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20= CROATIA = +385 51 546 tﬁ%‘g’*’- wavw gl

AQUA MARIS® PLUS, nasal spray, 30 m! - 20558 - RUS

05.12.18
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KONMUYECTBEHHOE OMNPEAENEHWE

MeToa vorHOI xpoMaTarpadguu:

{MMMETERS_ REQUIREMENT RESULTS
 TAPAMETPbBI TPEBOBAHMA | PE3YNBTATHI
ASSAY
IC method:
Na~ Not less than 1.90 mg/ml COMPLIES
ca’* Not less than 0.06 mg/m! COMPLIES
Mg?* Not less than 0.25 mg/ml COMPLIES
Ci Not less than 4.10 mg/mi COMPLIES
SQ.% Not less than 0.45 mg/ml COMPLIES
Titrimetric method:
[ Taln = Mot less than 0,025 mg/m!

COMBPLIES

Na* He meHee 1,90 Mr/mn COOTBETCTBYET
Catt He menee 0,06 mr/mn COOTBETCTBYET
Mg?* He meHee 0,25 Mr/Mn COOTBETCTBYET
(o5 He menee 4,10 mr/mn COOTBETCTBYET
504" e menee G,45 M /M COOTBETCTBYET
TUTPUMETDUYECKNIA METOA !
HCO* He menee 0,025 mr/mn COOTBETCTBYET
PACKAGING In accordance of Normative Documentation COMPLIES
YMAKOBKA B cooTeeTcTBUM ¢ HopMaTueHol flokyMeHTaumeit COOTBETCTBYET
LABELING In accordance of Normative Documentation COMPLIES
MAPKMPOBKA B cooTBeTcTBUM C HODMATUBHOI [loKyMEHTaL ek COOTBETCTBYET
STORAGE At the temperature not above 25 °C COMPLIES
XPAHEHWE Mpn TemnepaType He Boiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rOaHOCTH 2 rona | COOTRETCTRYET

This batch was checked for all indexes,

requirments.

Hannas cepusi 6eina nposepena mo scem nokazarensm,

COOTBETCTBYET NPEABABNAEMbIM TPEBORIHUAM,

AQUA MARIS® PLUS, nasal spray. 30 m! - 20558 - RUS

05.12.18

that are provided by Normative Documentation and fully conforms to producing

NpegycMOTperHeiM HOPMATHEHONM JOKYMEHTAUMER WU [OIHOCTHIO

[ Qualified Person
! Valentina Stuli¢
KeanuduymposarnHoe nuuo
Valentina Stuli¢




