JEKJIAPAIIUSI O COOTBETCTBUMA

JEKJIAPAHT, TIPHHUMAOII AN TEKJIAPAIIUIO O COOTBETCTBUH

QOO0 "SIPAH"

Ceedenus 0 pecucmpayuu opeanuzayuu: Meacpationnan uncnexyua Qedepanbron Harozoaol cayxcie Ne 46 no
2. Mocxkee 28.08.2015, OF'PH 1157746794810, dama npuceoenus OIPH 28.08.2015.

Aopec: 107564, 2. Mockea, yn. Kpacnoboeameipexas, 0.6, cmp.6, xomuama 26,omavc 1. Teneqhon:
(499)1433371.

B nuye: enepanvnwiti Oupexmop benasuy Anexcandap

Hosepennoe nuyo: Coueaw C.A., dvsepennocms Ne 131718 om 12,12.2018

3ASIBIISIET, UTO

Aexkapcmeentoe cpedcmeo. Axéa Mapuc® Cmpone, cnpeti nasarohoiti 30 ma, hraxomsi ¢ pacnsinumensHoim
yempotucmeom (1), nauxku kapmonnsie, PY Ne JIIT-000810 om 03.10.2011 (@ama 3amenst 04.10.2016), cepus
008593, napmus 59811 ynarosox, 200en do 01.01.2022, npouseodcmea AJPAH-TAIEHCKH JIABOPATOPHH
a.o., Xopeamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, ko0 OKI1]2

21.20.10.251, xo0 TH B3/ 2501001000, xonmpaxm Ne HQ001/2017 om 03.04.2017, uneoiic No 90002126 om
09.04.2019

COOTBETCTBYET TPEBOBAHUSM

JIT 000810-031011 uzm. Ne |

AEKJIAPALIUS ITPHHATA HA OCHOBAHHH

cepmugpuxam ananuza npouseodumens Ne0027/19 om 06.03.2019, Cepmucghuxam coomeememaus cucmems
menedxucmenma xavecmea 8 Cucmeme do6posoasnoii cepmugpuxayuu I'OCT P No POCC HR.UDY9.K00023,
cpok deiicmeus ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "Oxpysicroii yenmp konmpoaa xavecmea”, Poccus,
115280, e. Mocksa, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1

AALKIAPAITIM /7.04.2019
AMTBUTEJBLHA 10 0/.0/.2022

% Csuray C.A.

601muc:, O .H.0

CBEJEHMUSI O PETUCTPAIIUHA

OPTAH ITO CEPTU®HUKAIIMH, 3APETUCTPHPOBABIIIHHI JTEKJIAPAITHIO

| RA.RU.11®OMO8 OPI'AH ITO CEPTHOHKALIHH ITPOINVKIIHH OFLJECTBO C OT' PAHHYEHHOH
. OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA"

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ae6-
caim: oyxkk.pe.

JEKJIAPALIMSI O COOTBETCTBHH 3APET'HCTPUPOBAHA M POCC RU A-HR.OMO8.B.21743/19

. IATA CTPATINIH /7.04.2019

[/?2{?/ Hunenxo U.B.

L e
nojantch PykoBoaurens OC




CUCTEMA CEPTUOUKAIIUU TOCT P

DOENEPAIIBHOE ATEHTCTBO TTI0 TEXHUYECKOMY PEIVIMPOBAHUK) U METPOIOTUH

e CEPTUOUKAT COOTBETCTBUA

~ Neo POCC HR.®M08.C38410

oD rpurs?’

Cpok pAeficTBHA € 17.04.2019 § {9 J—

Ne 0472798

[[=)

OPT'AH ITO CEPTHMO®UKALIUU )
RA.RU.11 @MO8 OPIAH 110 CEPTHOHKALHH TIPOLYKLIAH OBUIECTBO C OIPAHHYEHHOH
OIBETCTBEHHOCTbIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA", adpec opzanusayuu: 115280, 2. Mocksa,

yn. Macmepxosa, 9. 4, sm. 5, nom. [, kom. 1, a pec opzana no cepmugpurayuu. 115280, POCCHA, 20pod Mockaa, yn.
Macmepxosa, 0. 4, am, 5., men.: (495)788-02-88, gaxc: (495)675-47-89

MTPOAYKLIUS
Mexapcmesennoe cpeocmeo: Axsa Mapuc® Cmponz, cnpeti nazanensiii 30 s, gnaronst ¢
pacnelnumensiuim yempoicmeom (1), hauwu xapmonnsie,

xop OK 034-2014

PY No JTIT-000810 om 03.10.2011 (0ama zamener 04.10.2016), ggHK%CI:I;)qOS)
- cepwn 008593, napmun 59811 ynaxosox, 200en do 01.01.2022, 212010 éﬂ
Koumparm Ne HQ001/2017 om 03.04.2017, unsoiic Ne 90002126 om 09.04.201 9 . e

COOTBETCTBYET TPEBOBAHUAIM HOPMATHUBHBIX AOKYMEHTOB
JITIT 000810-031011 uam. Me |

Koa TH BOA

! 2501001000

HU3TrOTOBHUTEADB

ALQPAH-TATEHCKH JTABOPATOPHH a.0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamua .

CEPTUMUKAT BbI :
000 "SPAH", HHH: 7718271899, adpec: 107564, 2. Mockaa, yn. Kpacnoboz

amvipekas, 0.6, cmp.6, xomnama 26,5maxc 1.
Tenepon:(499)1433371.

HA OCHOBAHHH
cepmupuxam ananuza npoussodumens Ne0027/19 om 06.03.201 9, Cepmughuram covmeememaus cucmemu menedncmenma
kayecmaa & Cucmeme dobpogansoii cepmugpukayuu F'OCT P Ne POCC HR H®99.K00023, cpok deticmaus ¢ 12.09.2018 2. oo

12.09.2021 2., 000 "Oxpyxcnoii Yenmp Konmpors kavecmea”, Poccus, 115280, 2. Mockaa, yn. Macmepkosa, 0. 4, sm. 5, nom.
I xam. |
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Product name:

Hassarve npenapara;

Series:
Cepus:

Manufacturing date:
[aTta npou3BoACTBa:

Best before:
FopeH no:
Date of analysis:

[ata nposegeHns aHanusa:

AQUA MARIS® STRONG spray nasal 30 ml

AKBA MAPUC® CTPOHT cnpeit HasanbHbii 30 Mn

008593
008593
01.20169.
01.2019.
01.2022.
01.2022.
21.02.2019.
21.02.2019.

CERTIFICATE N2 0027/19
CEPTUO®UKAT N2 0027/19

PARAMETERS REQUIREMENT RESULTS
L NAPAMETPbI _ TPEBOBAHMA - PE3YNbTATbLI
| CHARACTERS Clear colorless liquid with a weak specific odor, . complies
MNpo3payHbiid GecuBeTHLIN pacTeop co cnabuiM
ONMMCAHUE cneunduyeckm 3anaxom. | COOTBETCTBYET
IDENTIFICATION OF " Norms should conform to ND. o ‘ complies
! Na* !
| cair
| K~
Mg?' !
i Cl
S0.4?
| Br
| HCOs
| WIEHTUOUKALIKMG | HopMbI A0NXHE!I COOTBETCTBOBATL HA. | COOTBETCTBYET
| Nat | { i
E Cah | ‘ i
K | |
Mg** 1 !
cr | i
5042' '
. Br f
| HCO; :
—e = —— | e 1
| pH 7,0-9,0 I 8,1 3
{ NOMINAL VOLUME | Average volume of the bottle should be nof less than 30 ml, complies ]
| | deflection from average volume +5% i
| O0beM cofepmuMoro ynakoek | CpeaHuil cbhem COAEPXUMOro hnakoHa - He MeHee 30 mn; 1 !
| oTkNOHEHME OT cpeaHero ofbeMa cofepxuMore GnakoHa - cooTBETCTBYET
| +5% ;
— B g, E — —— SR — |
| PERCENTAGE OF CONTENTS No less than 90% | complies i
i OF PACKAGE | |
1 !
- BbIXOA COAEPXWUMOro | He Meree 90% | cooTeeTCTBYET 3
| YNAKOBKMW [ |
| i
| STERILITY Solution should be sterile complies
. CTEPUNBHOCTbL PacTBop AonkeH BbiTh CTEPUNBHBLIM | cooTsetcTByer

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA o SVILNO 20 = CROATIA = +385 51 546 024 = www . jgl.hr

AQUA MARIS® STRONG spray nasal 30 ml - 008593- RUS

06.03.19
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| ASSAY OF

Na*
Ca?f

| HCO5

' ONPEAENEHUE

Na~*

. Ca?

i€+
Mg7+
cl
S047
Br

HCO+~

PACKING

YNAKOBKA

MARKING

MAPKUPOBKA

il CPOK FOAHOCTH

STORAGE CONDITIONS

YCNOBWSI XPAHEHUS

'SHELF LIFE

—_— | e ————
This batch was checked for all indexes, that are provided by Normative
to producing requirments.
AaxHas cepus G6bina nposBepena nNo scem noKkasarensm,

| KONWYECTBEHHOE

[C method:

Not less than 7,50 mg/ml |
Not less than 0,25 mg/ml |
Not less than 0,20 mg/mi
Nat less than 1,00 mg/ml
Not less than 16,50 mg/ml
Not less than 1,80 mg/ml
Not less than 0,04 mg/ml

 Titrimetric method: not less than 0,10 mg/ml

MeToa MoHKOM xpoMaTorpacuu:
He menee 7,50 Mr/Mmn
He menee 0,25mMr/mn
He meHee 0,20 mr/mn

. He menee 1,00 mr/mn

He MeHee 16,50 mr/mn
He menee 1,80 mr/mn
He meHea 0,04 mr/mn

complies

| complies

complies
complies
complies
complies
complies

complies

| cooTeeTcTByeT

cooTBeTCcTByeT

| COOTEBETCTBYET

COOTBETCTBYET

| coorBETCTBYeT

cooTBETCTBYET
cooTBEeTCT BYCT

| TUTPUMETDUYECKUIA METOA! HE MeHee 0,10 mr/mMn } cooTBeTCTBYET
30 ml of the medicinal product in a glass bottle of dark cblor, complies
equipped with a spray device and a protective cap made of
propylene. One bottle together with instructions for use is in
a cardboard box.
1o 30 Mn npenapata B CTeKNAHHOM dnakoHe TemMHOI O upeTa, | CoOOTBETCTEYET
CHABXEHHbIA pacnbINUTENBHbIM YCTPOWCTBOM W 3aU{UTHOM
KPbIWKOW 13 nponuneda. Mo ogHoMy dnakony BMecte ¢
WHCTPYKUMEH No NPUMEHERUK) B KAPTOHHYH Nayvky.
In accordance with Normative Documentation complies
B coorseTcTBUM C HOPMaTUBHOM [lokyMeHTauuWel CcooTBeTCTBYET
| At the temperature not more than 25 °C. | complies
. MNpu TemnepaType He Bbiwe 25 °C. | COOTBETCTBYET
| 3 years - ] complies
| 3 ropa COOTBETCTBYET

W NONHOCTLIO COOTBETCTBYET NPEALSIBASEMbIM TPEGOBAHHSM,

JADRAN GALENSKI LABCRATORIJ d.d. « 51000 RIJEKA

6 IGLdd.
; :51 ﬁ\:) Svilnn 20

Rijeka

AQUA MARIS® STRONG spray nasal 30 mi - 008593 RUS
06.03.19

Documentation and fully conforms

NPeAycMOTpeHHbIM HopMaTUBHOM fokyMeHTaumnes

Quality Person

Valentina Stuli¢

KsanncbwuyposaHHoe nuuo
/ Valentina Stuli¢

° SVILNO 20 = CROATIA » +385 51 546 024 o www jgl.hr
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