JTEKJAPAIIMSI O COOTBETCTBUH

JAEKJAPAHT, NPHHUMAIOLMHA JEKJIAPALTMIO O COOTBETCTBHH

000 "SIPAH"

3apezucmpuposario : Meo:cpaummaa uncnexyus @HC Ned6 no 2. Mocxee OI'PH 1157746794810 om
28.08.2015

Aopec: 107564, 2. Mocksa, ya. Kpacuo6oeammpcxwz 0.6, cmp.6, xomnama 26,omaxc 1. Tenegpon:
(499)1433371.

B nuye: I'enepanereiti dupexmop Benaeuu Anexcanoap

Hlosepennoe nuyo: Ceuzay C.A., dogepernnocme Ne 292/17 om 25.09.2017
SAABJAET, UTO

AexapcmeenHoe cpedcmeo: Axea Mapuc xannu nazanvuvie ona 0emei 10 ma, graronsi-kanensnuyst (1), nauxku
xapmonnwie, PY Ne I N013831/02 om 15.08.2007 (0ama nepeogpopmnenun 10.12.2015), cepusn (03238, napmus
69120 ynaxosox, 200en oo 01.02.2020, npouszsoocmea APAH-TAJTEHCKH JIABOPATOPHH a.o., Xopeamus,
JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, xod OKTI]2 21.20.10.251, ko0
TH B3]] 3307900008, xonmpaxm Ne:FHQ001/2017 om 03.04.2017, uneoiic Ne 1738-VP-10 om 28.06.2018

COOTBETCTBYET TPEGOBAHHSM
1T N013831/02-150807 (HI 42-12807-06, uam. Ne 1-2)

JAEKJIAPAITUSA ITIPHHATA HA OCHOBAHHMHA

Cepmugbuxam coomaemcmsus cucmemol meHedxcmenma xavecmea é Cucmeme 006poeonsnoi cepmugpuxayuu
I'OCT P Ne POCC HR. H®99.K00014, cpox deticmeus ¢ 19.10.2015 z. do 19.10.2018 2., 000 "Oxpysscroii
yenmp xonmpons kavecmea", Poccusy 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1

Wil Y JIEKNAPALIH 05.07.2018

% Caurau C.A.

n Ch &.H.0

CBEJEHHSI O PETHCTPAITNHA

OPTAH 11O CEPTHOHKAIIAH, 3APEFHCTPI{POBABIHHI/I JEKJIAPATIUIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKAIHH MTPONYKIIHH OBL[ECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yi. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmuchuxayuu. 115280, POCCHA, zopoa Mocxkea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caum: oyrx.pa.

ke 5 0 Hunenxo U.B.
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Product name:

HaspaHwve npenapara:
Series:

Cepus:

Manufacturing date:

[aTta npou3soacTBa:

Best before:

loaex po:

Date of analysis:

[ata nposeaeHus aHanusa:

AQUA MARIS® nasal drops for children 10 ml
AKBA MAPMC® kannu HazanbHble gns geteid 10 mn
03238

03238

02.2018.

02.2018.

02.2020.

02.2020.

13.03.2018.

13.03.2018.

CERTIFICATE N° 0160(03238)/18
CEPTU®UKAT N2 0160(03238)/18

! PARAMETERS REQUIREMENT " RESULTS |
| NAPAMETPbI : TPEGOBAHMA . PE3YNbTATH |
| CHARACTERS Clear colorless odorless solution. ~ complies ‘
. ONHUCAHUE . MNMpo3payHbii BecuseTHLIR pacTeop 6e3 3anaxa. - COOTBETCTBYET
| | i
TSTERILITY ' Solution should be sterile. | complies :‘
? CTEPWNBHOCTb ; PacTaop AonXeH BbiTk CTePUALHbIM. COOTBETCTBYET
' 1 e e |
| DERIVABLE VOLUME Not be less than nominal volume (10 ml). " complies i
WM3BNEKAEMbIA OBbEM ' He MeHee HOMUHANLHOrO O6BLEMA (10 mn). | COOTBETCTBYET 3
: - |
pH "6,0-8,5 7.8 }
. 1
- ISOTONOCITY " Freezing point of solution should be below than freezing | 0,61 °C i
: point of water on 0,4-0,79C I
! N30TOHUYHOCTL TeMmnepaTypa 3aTBepAeBaHus PacTBOPa A0MKHAE Bbimb Huxe | 0,61 °C
i TemnepaTypel 3aTBepAeBaHuA Boakl Ha 0,4-0,7°C : ;
_ | i
| IDENTIFICATION OF . Norms should conform to ND. I complies ;
| Na~ f | ’
| ca?t ; i :
| M92+ ; | 1
| CF ! i
| 504" 3
" NAEHTUOMKALIMA . HOPMbl AONXHbI COOTBETCTBOBaTL HL. | COOTBETCTBYET 5
| Na* 1 i i
o | |
: Mg?* ! | ‘
| er f ; |
S04 ]
| ASSAY OF | IC method:
Na* | Not less than 2,50 mg/ml complies
Ca?* | Not less than 0,08 mg/ml | complies
| Mg?* i Not less than 0,35 mg/ml | complies
| Er | Not less than 5,50 mg/ml | complies
| S04 " Not less than 0,60 mag/ml ! complies
| !
‘ ‘ 1 i
\ HCO3 ¢ Titrimetric method: net less than 0,03 mg/mi | complies I
| ]

|

JADRAN GALENSKI LABORATORIJd.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 546 024 = www.jgl.hr
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. KONMUMYECTBEHHOE ; [
! OMPEAEJIEHME " MeToa MOHHOW xpoMaTorpaguu: ‘
. Na* . He Menee 2,50 Mr/mn | COQTBETCTBYET
. Ca®t . He MeHee 0,08 Mr/mn | cooTBeTcTRYET
- Mg# He menee 0,35 mr/mn | cooTBeTcTBYET
i cr He mexee 5,50 Mr/mn | CooTBETCTBYET
| S04 He MeHee 0,60 Mr/mn . COOTBETCTBYET
| 3 !
. HCO3" J‘ TuTupuMeTpHUYecKud MeTon: He menee 0,03 mr/mn | COOTBETCTBYET
"PACKING o | 10 ml of the medicinal product in a polyethylene bottle- f complies
. dropper and a corresponding screw thread. One bottle- :
i dropper with instructions for use is placed in a cardboard
. box.
|
| YMNAKOBKA | Mo 10 mn npenapara B noAM3ITUNEHOBOM dnakoHe - ; cooreeTcTBYeT
' KanensHuue C COOTBETCTBYIOWER BMHTOBOW Hapeskon. (1o
| ogHOoMY  dNakoHy-KaneneHMUe ¢ WMHCTpyKuuel no
’ | MPUMEHEHUIO NOMELLAINT B KAPTOHHYHK NauKy.
| i
[ MARKING In accordance with Normative Documentation complies
l MAPKUPOBKA i B cootBeTcTBUM € HOpMaTUBHOM [lokyMeHTauuei cooTBeTcTBYeT
| STORAGE CONDITIONS ’ At temperature not more than 25°C. complies
i
; YCNOBWA XPAHEHWA ! lNpw TemnepaTtype He Bbiwe 25°C, COOTBETCTBYeT
! ] = :
| SHELF LIFE - 2 years i complies
| i : :
\ CPOK roilHOCTH ' 2 roga ' cooTBeTcTByeT ;
I H
\

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

Jlannas cepus 6bina NpOBEPeHa NO BCEM NOKA3aTENAM, NPEAYCMOTPEHHbIM HOpMaTHBHOR [lokyMeHTaynern
M MOSHOCTBLIO COOTBETCTBYET NPEALABASEMBIM TPEGOBAHUAM.

Jllbe

34 Wi " IGLdd.
.‘ﬂp‘: B, i 1 "-njjm(_] 20 QUEH'CY DiFECtOF
B X - . i
Rieka Marija Rebic Kleoncic¢

AupekTop no kaudecTsy
Marija Rehic Kleandié¢
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CUCTEMA CEPTUOURALIMHA T'OCT P
®EJEPATIBHOE ATEHTCTBO [10 TEXHUYECKOMY PETYIMPOBAHHMIO H METPOIIOI MM

sz CEPTUPWUKAT COOTBETCTBUSA

Ne POCC HR.OM08.C17599

oebru¢uxa“*°

CpoOK AeHiCTBHS C 05.07.2018 HQ ----

0299915

%

OPTAH [10 CEPTUQUKALINU

RA.RU.11®OM08 OPTAH 110 CEPTH®HKALIMH [TPOAYKUIHH OBL{ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH LLEHTP KOHTPO/A KAYECTBA", adpec opeanusayuu. 115280, 2. Mocxea,
. Macmepxoea, 9. 4, sm. 5, nom. I, kom. 1, adpec opzana no cepmugpuxayuu: 115280, POCCHA, 20pod Mackeaa, ya.
Macmepxosa, 3. 4, am. 5., men.: (495)788-02-88, haxc: (495)675-47-89

INIPOAYKLHNA
Jexapemesennoe cpedcmeao: Axaa Mapuc, kannu nazansheie s demeti 10 ma, gprarowsi- | kop OK034-2014
Kanenbruysl (1), nauku kKapmownvie, ;
PV Ne IT N013831/02 om [5.08.2007 (dama nepeoghopmnenus 10.12.2015), i

(KTTEC 2008)

cepusi 03238, napmus 69120 ynaxosok, zodex da 01.02,2020, . (Z?Egﬁ%)j 51
xoumparm Ne HQ001/2017 om 03.04.2017, ungotic No 1 738-VP-10 om 28.06.2018 | e
COOTBETCTBYET TPEBOBAHUSIM HOPMATUBHBIX AOKYMEHTOB

JT1 N0OI3831/02-150807 (H 42-12807-06, uam. Ne 1-2) ‘xop TH BBA

[
} 3307900008
|
i

NU3TOTOBUTEAD
SIPAH-TATTEHCKH JIABOPATOPHH a.o0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,

Xopsamus

CEPTUOMUKAT BbhIAAH
000 "HIIPAH", UHH: 7718271899, aopec: 107564, 2. Mockaa, yn. Kpacuobozameipexas, 0.6, cmp. 6, komnama 26,3maxc |,
Teneghon:(499)1433371.

HA OCHOBAHHHA

cepmugbuxam anarusa npousgooumenn Ne0160(03238)/18 om 30.04.2018, Cepmughuxam coomGemcmeus cucmenb
Menednemenma kayecemsa 6 Cucmeme dobposonenot cepmugpuxayuy I'OCT P Ne POCC HR. H@®99.K00014, cpox delicmaus ¢
19.10.2015 2. 90 19.10.2018 2., OO0 "Oxpyoicuoti yewmp konmpons kavecmsa", Poccua, 115280, 2. Mockea, yn.
Macmepxosa, 0. 4, am. 5, nom. I, kom. |

AOITOAHHUTEABHAA UTHOOPMAIINA

Cxema cepmugpuxayuu 6c¢.

v

«Cupy A - Hunenxo H.B.
LeR O Tpo R Ty
wau

Conosbesa H.A,

MHWLWENSI, hamManms

A0 «OMMOHs, Mocksa, 2018, sBs  musiiensun Ne 05-05-00/00G BHC PO, ven. (495) 728 4742, www opcion.ru



