i JAEKJTAPAHT, TIPHHUMAIOIIMHN JEKJIAPALIUI) O COOTRETCTBAN

000 "SAPAH"

Caedenus 0 pezucmpayuu opeanusayuu. Mexcpationnas uncnexkyus @edeparsroli naro20601 caycovt No 46 no
- & Mockee 28.08.2015, OT'PH 1157746794810, dama npuceoenus OI'PH 28.08.2015.

Adpec: 107564, 2. Mockea, yn. Kpacnobozamuipexasn, 0.6, cmp.6, komnama 26,3madxc 1. Teneghon:
(499)1433371.

B nuye: lenepansroiii oupexmop benasuy Anexcandap

Hosepennoe auyo.: Ceuzau C.A., dogepennocms Ne 131/18 om 12.12.2018

3ASIBJISIET, UTO

| Jexapcmeennoe cpedcmeo: Akea Mapuc®, cnpeii nasanousiti dozuposannsiii 30 ma (30.36 2), gnaronwvi ¢
QOIUPYIOUUM YCMPOUCMBOM U PACNLITUMENbHOH 20106K0 1 (1), nauxu xapmonnwie, PY No IT N013831/01 om
15.08.2007 (@ama nepeogpopmnenun 10.12.2015), cepus 02959, napmus 89112 ynakosok, 200en do 01.02.2022,
npouseodcmea APAH-TATTEHCKH JIABOPATOPHH a.o., Pecnybnuxa Xopsamus, JADRAN-GALENSK]
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKITI2 21.20.10.251, ko0 TH B3/ 3307900008,
koumpakm Ne HQ001/2017 om 03.04.2017, uneotic Ne 90003087 om 14.06.2019

| COOTBETCTBYET TPEBOBAHHUSAM
IIN013831/01-150807 (HJ 42-12020-06 uzm. Ne 1-4)

JAEKJIAPALIMA 1IPUHSATA HA OCHOBAHUH

cepmudhuxam ananusa npousgooumens Ne0101/19 om 08.04.2019, Cepmugpukam coomeememeus cucmemsi
MeHedncmenma kaecmea & Cucmeme dobposonsnoii cepmugpurayuu FOCT P No POCC HR.H®99.K00023,
- cpox deticmewn ¢ 12.09.2018 2. do 12.09.2021 2., OO0 "Orpyacroi yermp koumpoas kavecmaa”, Poccus,
115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. [

i Cewray CA_
HOANMUCH $.H.0

CBEJAEHMUSI O PETUCTPAIINUA

OPI'AH ITO CEPTU®HUKAIIUH, 3APETUCTPUPOBABLL M JIEKJAPALLM KD
RA.RU 11DMO8 OPTAH ITO CEPTHOHKALIHH ITPONVKIIHH OFLECTBO C OIPAHHYEHHOH
\ OTBETCTBEHHOCTBIO "OKPY)XKHOH LEHTP KOHTPOJIA KAUECTBA"
. adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mocxea, ya. Macmeproea, 0. 4, 3m. 5., mea.:(495)788-02-88, ee6-
caum: oykk.peh.
JEKJIAPALIUS O COOTBETCTBHHU 3APETUCTPUPOBAHA M POCC RU JI-HR.®M(8.B.28041/19

| JATA PETMCTPALIUH 24.06.2019

LED D RpHOE  \RY:
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Kauan E.B.
3aM. pykoeoauTens OC




CHCTEMA CEPTUOUKAIMU TOCT P
OETEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY PETYIMPOBALMIO M METPOTOTHY

e CEPTUOUKAT COOTBETCTBUS |

Ne POCC HR.0M08.C42626

Cep rn¢uua\’-“’

Cpoxk peiicTBasi ¢ 24.06.2019 o -——

Ne 0525072
OPT'AH ITO CEPTUOUKAILIUH )
RA.RU11DMO8 OPTAH IO CEPTHOHKALIHH TPOYKLHH OBLIECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJISH KAHECTBA", adpec opaanuzayuu: 115280, 2. Mockaa,
yn. Macmepioaa, 0. 4, sm, 5, nom. I, kom. 1, adpec opzana no cepmugpuxayuu. 115280, POCCHA, 20pod Mockaa, yn.
Macmepioea, 0. 4, sm. 5., men.: (495)788-02-88, paxc: (495)675-47-89

POAVKLIWS

eKapcmeentoe cpedcmso: Axsa Mapuc®, cnpeii nasaivneiii dosuposanmbiti 30 mn (30.36 2),

) : g | kop OK 034-2014
gnakonnt ¢ dozupyrouum yempoiicmeom u pacnviiumensnou zonogxot (1), nauku kapmonneie, '

PY Ne IT NOI3831/01 om 15.08.2007 (dama nepeogpopsnenta 10.12.2015), 5 E O]UK'HE‘EIQZ)QOS}
cepun 02959, napmus 89112 ynaxosox, z0den 0o 01.02.2022, - | e ”
koumpaxm Ne HQ001/2017 om 03.04.2017, unsoiic Ne 90003087 om 14.06.2019 | -

COOTBETCTBYET TPEBOBAHUAM HOPMATUBHBIX AOKYMEHTOB
1 NO13831/01-150807 (HI 42-12020-06 uam. No [-4)

? koa TH BS,L-\.,—

| 3307900008

|
H3IrOTOBUTEAB
ANIPAR-TATEHCKH JIABOPATOPHH a.0., JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
Pecny@ruxa Xopeamun '

CEPTUDUKAT BLWH
QOO "AUPAH", HHH- 7718271 899, aopec: 107564, = Mockea, yn. Kpacriobozamupexas, 9.6, emp. 6, kumnuma 26,3maxc 1,
Teneghon:(499)1433371. '

HA OCHOBAHHH
cepmucburam ananusa npoussodumenn Ne0101/19 am 08. 04.2019, Cepmudukam coomeemcmausn ciucmemsl MenedxcMenma
kavecmea 8 Cucmeme do6posanenoii cepmugurayuu I'OCT P Ne POCC HR. H®D99.K00023, cpox deticmeusn ¢ 12.09.2018 2. 0o

12.09.2021 &, OO0 "Oxpyacnoii yenmp Konmpona kavecmaa”, Poccus, 115280, 2. Mockea, ya. Macmepxosa, 0. 4. 5m. 5. nom.
I, kom. 1 '

AOTIOAHUTEABHASI UHO®OPMALIUA
Cxemg qbumyuu be.
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Product name:
Hazsanwe npenapaTa:
Series:

Cepwua:

Manufacturing date:
AaTa npown3soacrea;
Best before:

lopeH ao:

Date of analysis;

[ata nposegeHus aHanmsa:

AQUA MARIS® dosed nasal spray 30 ml

AKBA MAPWC® cnpei Ha3zanbHbii [031poBaHHLIA 30 Mn

02959
02959
02.20169.
02.2019.
02.2022.
02.2022.
12.03.2019.
12.03.2019,

CERTIFICATE N2 0101/19
CEPTU®MKAT N2 0101/19

PARAMETERS ; REQUIREMENT
! NAPAMETPbI | TPEBOBAHNA
" CHARACTERS | Clear colorless odorless solution.
‘ |
| ONUCAHUE Mpo3padHbid BecuseTHbiin pacTaop 6e3 3anaxa,
! STERILITY ~ | Solution should be sterile.
E Pacteop gonxen BbiTe CTEPUNLHLIM,

| CTEPUNIBHOCTb

| AVERAGF MASS OF ONE DOSE

| CPEHAA MACCA B OAHOW
i O3E

| 0,149 + 20 % (0,112 g - 0,168 g)

|
|
i 0,141 % 20 % (0,112 r - 0,168 r)

| PERCENTAGE OF CONTENTS OF
PACKAGE

NPOLEHT
COAEPXUMOro YNAKORKW

| pH

“ISOTONOCITY

M30TOHUYHOCTb

BHIXO/A |

RESULTS

PE3Y/NIbTATBI
complies

COOTBETCTBYET

—_—

complies i

cooTsercTeyeT

complies

cooTaeTcTeyeT

| 30,36 g (30ml) + 10 %

30,36 1 (30 Mn) = 10 %

| 6,0 - 8,5

Freeilng point of solution should be below than 'f_réezmg
| point of water on 0,4-0,7°C

| TemnepaTtypa 3aTeepaesaHus PacTBOPa A0AXHA BbiTh HUXKE
| TeMNepaTypeLl 3aTeepaeBaHWs Boabl Ha 0,4-0,70C

IDENTIFICATION OF
Na~

| Ca’ +
Mg,H
Cl
S0a?
UAEHTNOUKAL S
Na’

Ca®*
t Mg?\
Cl
| S04

camplies |

COOTBRTCTBYET

7,9

0,6 °C

0,6 °C

| Norms should conform to ND,

| HopMbl ponxHbI cooTeeTCTBOBaTE HA.

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

AQUA MARIS ® dosed nasal spray 30 ml - 02959- RU

NR04 19

complies

cooTBeTcTeyeT
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| ASSAY OF

HCD]’

KONMUHECTBEHHOE

ONPEAENEHUE
Na~

| Cal-

Mg?*
(o
S04
HCOv

PACKING

YITAKOBKA

| Ec=

MARKING

MAPKWPOBKA

STORAGE CONDITIONS

YCNOBWA XPAHEHMSA

SHELF LIFE

CPOK FOOHOCTH

This batch was checked for oll imde:
to producing requirments.
SlaHHaRA cepusa Osina nposepeHa no scem MoOKa3arTesisam, npe,ayc.uorpe

| IC method:

| Not less than 2,50 mg/ml

Not less than 0,08 mg/ml

| Not less than 0,35 mg/ml
| Not less than 5,50 mg/ml
| Not less than 0,60 ma/ml

Titrimetric method: not less than 0,03 mg/ml

MeToa voHHOM xpoMaTorpaduu:

He MeHee 2,50 mr/mn
He menee 0,08 mr/mn

| He MeHee 0,35 mr/mn

He menee 5,50 Mr/mn
He meHee 0,60 Mr/mn

- THTDUMETDUYECKUIA METOA: He meree 0,03 Mr/Mn

30 ml (30,36 g) of the medicingl product in a bottle of
neutral brown glass, equipped with a dosage device, spray
| pump and a protective cap made of propylene.

| One bottle together with instructions for use is in a

cardboard box.

I1o 30 mn (30,36 r) npenapata Bo hnaKOH U3 ReiiT NANKHOTD
CTEKNA  KODUUHEROIO 1IRETA, CHABXEHHEIN A03MPYIOWIMM

YCTPOWCTBOM,
KDbILWKOA U3 nponunenHa.

pacnblNUTenbHOW

FONOBKOM W  3aWMTHOW

© OAMH DNaKOH C MHCTPYKUMER MO NPUMEHEHIo noMewanT

| In accordance with Normative Documentation

B KapTOHHYO nayky.

B cootsercTaMu ¢ HopMaTueHO® [okyMeHTaumedk

—_—

complies
complies
complies
complies
complies

complies

cooTBeTCTRYET
cooTBeTCTBYeT
cooTeeTcTeyeT
COOTBETCTBYAT
COOTBETCTBYRT
COOTBETCTBYET

complies

COOTBETCTBYET

complies

COOTOCTCTBYOT

Al lemperatura not more than 25°C.

Mpwn TemnepaTtype He RbiLe 2500,

3years

3 ropa

complies

COOTBETCTBYET

COmplIQSh

COOTOCTETDY AT

=1 — S——
xew, that are provided by Normative Dacumentation and fully conforms

4 NONHOCTEK COOTBETCTBYET npPeavLABNAeMbIM TpE5OB&HHRM.

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA o SVILNO 20 = CROATIA - +385 51 546 024 ©
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AQUA MARIS @ dosed nasal spray 30 ml - 02959- RU

08.04.19

HHBIM HOpMaTUBHONH fokymenTalyuel

Qualified Person
Valentina Stulic¢

KBanuduumposaHHoe nuuo

Valentina Stuli¢

www.jgl.hr
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