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NEKJIAPAIIA O COOTBETCTBUA

JEKJIAPAHT, NMPUHUMAIOIIUHA JEKJIAPALIHIO O COOTBETCTBHH
000 "AAPAH"
Ceedenus 0 pecucmpayuu opeanusayuu’ Medicpaiionnas uHcnekyus Dedepanbhotl HA020601 CYHCObL MNe 46 no
2 Mockee 28.08.2015, OIPH 1157746794810, dama npucsoenus OI'PH 28.08.2015.
Aopec: 107564, 2. Mockea, ya. Kpacnobozameipcran, 0.6, cmp.6, komnama 26,amaxc 1. Tenegpon:
(499)1433371.
B muye: I'enepansuuiii dupexmop Benasuy Anexcanoap
[osepennoe nuyo: Cauzaw C.A., dosepennocmop Ne 131/18 om 12.12.2018

3ASIBJAET, YTO

nexapcmeenHoe cpedcmeo. Axéa Mapuc®, kaniu HazanbHvie ona demeti 10 mn, nakon-kanenvhuybvl (1), nasku
kapmonnvie, PY Ne I1 N013831/02 om 15.08.2007 (dama nepeogpopmnenus 10.12.2015), cepus 1 0539, napmus
175491 ynakosox, 200en do 01.08.2021, npoussodcmsa ANPAH-TAJIEHCKH JIABOPATOPHH a.o.,
Xopeamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKIL/{2
27.20.10.251, x00 TH B3/ 3307900008, koumpaxm Ne HQ001/2017 om 03.04.2017, uneotic Ne 90005227 om
05.11.2019

COOTBETCTBYET TPEBOBAHHUAM
11 N013831/02-150807 (HO 42-12807-06, uav. Ne 1-2)

JEKJIAPAIIUA IPUHATA HA OCHOBAHHHA

cepmucpuram ananusa npouseodumens Ne0646/19 om 21.1 0.2019, Cepmuchuxam coomeemcmeus CUcmembl
menedoemenma kavecmea 8 Cucmeme do6posonbroti cepmugpuxayuu I'OCT P Ne POCC HR.H®99.K00023,
cpok deticmeust ¢ 12.09.2018 2. 00 12.09.2021 ¢, 000 "Oxpyaicroil yenmp Kowmpona kavecmea' (000
"OLIKK"), Poccus, 115280, 2. Mockea, yr. Macmeproea, 0. 4, am. 5, nom. I, kom. 1

JATA HPUHATHA JEKJTAPALIUU 12.11.2019
I Sy
| MKMPWQ TBUTEJIbHA 1O 01.08.2021

% Caurau C.A.

/nonrm% .10

7 CBEJEHMS O PETUCTPAIIMH

 OPTAHTIO CEPTHOUKALUH, 3APETMCTPUPOBABIIAN JIEKTAPAIIAIO
| RA.RU. 11 ®PM08 OPIAH IT0 CEPTH®HKALTHH ITPOAYKIIHH OBLLECTBO C O PAHUYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
| cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, 0. 4, om. 5., mex. :(495)788-02-88, seb-
caiim: OykK.pep.
- | JEKJTAPALIMSI O COOTBETCTBHY 3APETMCTPUPOBAHA N2 POCC RU /I-HR.®M08.B.44310/19
i JATA PETUCTPALMUM /2.11.2019

| "y

M. &7
|| op2aH no TIOMITHCE

cepmuchurayuu




CHCTEMA CEPTH®UWKALIIMH TOCT P
"DE}IEPAJII)HOE APEHTCTBO o TEXHH‘{ECKOMY PEI'YJIMPOBAHUIO U METPOJIOTHU

s, CEPTUDUKAT COOTBETCTBUS
b ¢

Ne POCC HR.$M08.C54003

i ?’””"‘1’"“‘“” CpoOK AeACTBHS C 12.11.2019 no —-
Wi L LR T X Ne 0576441
_OPTAH IO capmmumunn
7 RA.RU.11 ®M08 OPIAH IO CEPTHOHKALIHH HPO,&'YKHHH OEH[EC’[BO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA", adpec opzanusayuu: 115280, 2. Mocksa,

. Macmepkﬁaa, 2. 4, sm. 5, nom. I, kam. 1, adpec opzana no cepmugpuxayuu: 115280, POCCHA, zopod Mocxsa, yn.
Macmepxdéd, 0. 4, sm. 5., men.: (495)788-02-88, ¢haxc: (495)675-47-89

TIPOAVKIIUSA - )
Jexapcmeennoe cpedcmso: Axea Mapuc®, xaniu nazassivie 6Jvz demeii 10 mn, ghnaxon- " koa OK 034-2014
xanensuuywl (1), nauxu kapmonHble, ‘ (KITEC 2008)

PY Ne IT NO13831/02 om 15.08.2007 (dama nepeogpopmnenun 10.12.2015), (OKITI2):

“cepun 10539, napmun 175491 ynaxosox, 20den 0o 01.08.2021, ‘ 21.20.10 éSl
xoxwmpaxm MNe HQ001/2017 om 03.04.2017, unsotic No 90005227 om 05.11.2019 T
COOTBETCTBYET TPEBOBAHUAM HOPMATHBHBIX AOKYMEHTOB

- ITN013831/02-150807 (HH 42-12807-06, uam. Ne 1-2) (KOA TH B3A,

‘ 3307900008

M3TOTOBHUTEAD
ANPAH-TATEHCKH JIAB OPATOPHFY a.0., JADRAN- GALENSKI LABORATURU d d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamusn ’ ;

CEPTH(DHKAT BBIAAH
000 "STPAH", HHH: 7718271899, adpec: 107564, 2. Mockaa, yn. Kpacnobozamupckas, 9.6, cmp.6, kamnama 26,5maxc .
Te;req’)on (499)1433371.

HA OCHOBAHHH .

cepmuq,‘mxam AHanU3a NPouU3Eo0UMens Ne0646/1 9 om 21.10.2019, C'epmuq’mxam COOMBEMCMBUS CUCIEMBI MEHEOHCMERMA
kavecmea & Cucmeme dobposonsHoii cepmugpuxayuu IF'OCT P Ne POCC HR.H®99.K00023, cpox deticmeus ¢ 12.09.2018 2. do
12.09.2021 2., OO0 "Oxpyxcroti yenmp xonmpoas kavecmsa” (000 "OLKK™), Poccus, 115280, 2. Mockea, yn. Macmepkosa,
a. 4, om. 5, nom. I, kam. 1

«OKpy¥HOR
:_14'3147{) DTN

YKOBOAHTEAB OPraHa 5 nq.m;{% -
JKcnepr : W72

CepTuduxar He HpHMeHHETCH npH oﬁﬂsaTeALHOfi cepmdmxamﬁi;

Kavec B2

AD <OMUMOH=, Mocxsa, 2010, «Bs  resueHInn Nt 05-05-09/003 DHC PO, TBA (495) 726 4742, www. 0pCIOn. -
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Product name:

Ha3ssaHuWe npenapara.
Series:

Cepusa:

Manufacturing date:

[ata npoussoacTea:

Best before:

lopeH po:

Date of analysis:

[JaTa npoBegeHust aHanusa:

AQUA MARIS® nasal drops for children 10 ml

AKBA MAPUC® kannu HasaneHble Ans ageted 10 Mn

10539
10539
08.2019.
08.2019.
08.2021.
08.2021,
03.10.20159.
03.10.2019.

CERTIFICATE N2 0646/19
CEPTU®UKAT N2 0646/19

PARAMETERS REQUIREMENT RESULTS
NMAPAMETPbI TPEBOBAHWA PE3YNbTATbI
CHARACTERS Clear colorless odorless solution, complies
ONUCAHWE | Npo3pauHbii 6ecuseTHeil pacTeop 6e3 3anaxa. COOTBETCTBYET
STERILITY Solution should be sterile. complies
CTEPU/IBHOCTb PacTtBop gonxeH GbiTb CTEPUbLHBIM. COOTBETCTBYET
| DERIVABLE VOLUME Not be less than nominal volume (10 ml). complies
| U3BNEKAEMbI OBBEM | He meHee HomMuHaNbHOMO obwvema (10 mn). cooTBETCTBYET
pH 6,0 - 8,5 7,9
ISOTONOCITY I Freez'ingd point ‘of solution should be below than freezing 0,62 °C _1
point of water on 0,4-0,7°C |
U30TOHUYHOCTb TeMnepaTypa 3aTBEpAEBaHWA PacTeopa AoNxHa BbiTe HUxe 0,62 °C
TeMmnepaTypbl 3aTBepAeBaHna soabl Ha 0,4-0,7°C
| IDENTIFICATION OF | Norms should conform to ND. " complies
| Na* [
CaZ+
Mg2+
cr
S04%
MOAEHTUOUKALKA HopMbl AONXHbI cooTBeTCTBOBaTL HA. COOTBETCTBYET
Na*
Ca?*
M92+
cr |
S0s* |
| ASSAY OF | IC method: ‘
Na* Not less than 2,50 mg/ml complies
Ca?* Not less than 0,08 mg/ml complies
Mg?- Not less than 0,35 mg/mli complies
cr Not less than 5,50 mg/mli complies
S04% Not less than 0,60 mg/ml complies. ...
HCO3" | Titrimetric method: not less than 0,03 mg/ml

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 20= CROATIA = +385 54

AQUA MARIS® nasal drops for children 10 mi - 10539- RU

21.10.19
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’ KONMYECTBEHHOE
OMNPEAENEHWE MeToA WOHHOW XpoMaTtorpaduu:
Nat He MeHee 2,50 mr/mn cooTBETCTBYET
Ca?* He menee 0,08 Mr/mn CoOTBETCTBYET
| Mg?* He mMenee 0,35 mr/mn cooTBeTcTBYEeT
| CI He menee 5,50 mr/mn COOTBETCTBYET
| S0q* He meree 0,60 mr/mMn COCTBETCTBYET
HCO5 | TuTupuMeTpUyeckuii MeToa: He MeHee 0,03 mr/mn COOTBETCTBYET
| EE— I e R T R - NPT . s
| PACKING 10 ml of the medicinal product in a polyethylene bottle- complies
dropper and a corresponding screw thread. One bottle-
dropper with instructions for use is placed in a cardboard
box. !
YNAKOBKA Mo 10 Mn npenapaTa 8 NONMITMNEHOBOM bnakoHe - CcoOTBETCTBYET :
KanefNbHuue C COOTBETCTBYKLWENA BUHTOBOW Hapesxkon. Mo
OAHOMY  (NAKOHY-KanenoHUUe C  MHCTPYKUWeW no
NPUMEHEHWIO MOMELWAKT B KAPTOHHYIO Nayky.
MARKING ' In accordance with Normative Documentation complies
| MAPKUPOBKA B cootBeTCcTBUM ¢ HOpMaTMBHOMN [lokyMeHTauued COOTBETCTBYET
i |
| STORAGE CONDITIONS At temperature not more than 25°C. complies
i YC/NIOBUA XPAHEHUA ! Mpu TemnepaType He Buiwe 25°C, cooTBETCTBYET
i SHELF LIFE 2 years complies
i CPOK roaHOCTH 2 rona cooTseTcTBYET

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

HfanHas cepus Gbina nposepeHa no BceM nokazarensm, npeaycMoTpeHHbIM HopMaTneroi JokyMeHTaumei
M NONTHOCTLI0 COOTBETCTBYET NPeAbABASeMbiM TpeboBaHNAM,

P
Qualifi dPe/on P
Mirna 5@1 égmt‘b’ :
|
KranuduumposaHHoe nuno

Mirna Simicié

JADRAN GALENSKI LABORATORIJ d.d. » 51000 RIJEKA o SVILNO 209 CROATIA = +385 5154
AQUA MARIS® nasal drops for children 10 ml - 10539- RU

21.10.19




