DMEAEPAABHAA CAYAKBA T1O HAA3SOPY B COEPE 3APABOOXPAHEHIA
: (POC3APABHAA3OP)

PETUCTPALMOHHOE YAOCTOBEPEHHUE
HA MEAULUHCROE U3AEJIUE
or 21 nexabps 2018 rona  Ne P3H 2018/7964

Ha MeauunHckoe uzaenue
Kanuu ais opoienus nojoetn noca AkBa Mapuc aas aereii

Hacrogulee perucTpallHOHHOC YIOCTOBCPCHHE BBIIAHO
"SIJIPAH-TAJIEHCKH JIABOPATOPHH a.0.", XopBatns,
JADRAN - GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia

. Tlpoussoaures .
4 "HAPAH-TATEHCKH JJIABOPATOPHH a.0.", Xopsarns,
i\ JADRAN - GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia

I MecTo NpoH3BOACTEA METHIIHHCKOTO HIIEHA
| JADRAN-GALENSKI LABORATORILJ d.d., Svilno 20, 51000 Rijeka, Croatia

Houmep peructpaunoniioro gocue Ne P/[-22780/29936 ot 09.07.2018

Byt meauunickoro nzaenus 206120

Kracc moTeHHanbHOro pHCKA NPHMEHCHHA MCIHITHHCKOTO H34C/IHA 1

Koa O0uepoccuitickoro knaccuguraropa nposyKIHH M0 BHIAM IKOHOMHUYECKOI
gedarensHocTH 32.50.50.000

npukasom PocsapasHaizopa ot 21 jgekabps 2018 ror
JOTYIIEHO K 0OpalleH o Ha Tepputopuu Poccuiickol

Pyxosoaurenn Megepaabnoii eaykobl
110 HAA30PY B chepe 3 IpaBOOXPAHEHHS
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Product name:
HasBaHwe npenapata:
Batch:

Cepwns:
Manufacturing date:
[ata npownssogcTsaa:
Best before:

logen ao:

Date of analysis:

[aTa nporeaeHns aHanuia:

L __MAPAMETPbI

CHARACTERS

ONWUCAHWE

o

SMOLALITY

OCMONANBHOCTL

Drops for irrigation of the nasal cavity Aqua Maris for children
Kannu ans opowexuns nonoctn Hoca AkBsa Mapuc ana perein

11531
11531
09.2021.
09.2021.
09.2023.
09.2023.
12.10.2021.
12.10.2021.

CERTIFICATE OF ANALYSIS N° 0760/21

CEPTUOUKAT AHANIN3A

©0.215 - 0.376 Osmol/kg

N2 0760/21

 REQUIREMENTS
TPEEOBAHMA

A clear, colorless liquid without odour.

Mpozpaunan 6ecusethan xuaKocTs 6e3 3anaxa

6.0-85

0.215 - 0.376 Ocmonb/kr

IDENTIFICATION OF IONS
Sodium (Na*

Calcium (Ca?")
Magnesium (Mg?*)

" Chlorides (CI)
Sulphates (5042")

WAEHTUOUKALNA NOHOB

Hatpui (Na*)
- Kanbuwa (Ca?)
. MarHuid (Mg?*)

Xnopuas (C1)
Cynedater (504%)

Sodium (Na*
Calcium (Ca?*)
Magnesium (Mg?*)
Chlorides (CI")
Sulphates (S0s%)

" JADRAN - GALENSK| LABORATORI) 4.4

RESULTS

. _PE3YNbLTATHI
complies

! COOTRETCTRYET
179
"0.336 Osmol/kg

| 0.336 Ocmon/kr

| The retention times of sodium, calcium, and magnesium

| retention

in the chromatogram of the reference solution.

The retention times of chlorides and sulphates in the:

chromatogram of the test solution must correspond to the
times of chlorides and sulphates in the

. chromatogram of the reference solution.

Bpemexa yaepwueaHus Hatpus, KAnhlUUs v MAarkvs Ha

XPOMATOrpaMme UCMLITYEMOTD pacreopa AOSKHbI
COOTBETCTBOBATH BOEMERAM YAEMKUBAHMA LaTpua,
Kanhuma w1 mMarkma Ha xpomaTtorpamme CTaWNapTHOro
pacTeaopa.

Bpemera ypepwvranus xnopupaoe  w o cynedertos  Ha |
XpoOMaTorpaMme UCNLITYEMOrQ pacTROpa AOT HHb! |
COOTRETCTRORETH BDEMEHEZM YAepXWRAKUs XNOpUaoR U

cynedaTos Ha xpoMaTorpamme CTaHAZPTHOrO pacTeopa.

Not less than 2.50 mg/m
Not less than 0.08 mg/ml
Not less than 0.30 mg/ml
Not less than 5.00 mg/ml

! Not less than 0.60 mg/ml
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complies
| in the chromatogram of the test solution must correspond |
| to the retention times of sodium, calcium, and magnesium |

complies 5

COOTRETCTRYET

CCOTRETCTRYET
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KOMMYECTBEHHOE
ONPEAENEHWE MOHOB |
HaTpuit (Na*) He meree 2.50 mr/mn 3.59 Mr/mn
| Kansuui (Ca?*) He menee 0.08 mr/mn 0.13 mr/mn
| Maruwii (Mg?*) He MeHee 0.30 Mr/mn 0.42 Mr/mn
| Xnopmasi (CI) He Menee 5.00 mr/mn ‘ 6.49 Mr/mn
' Cynedartel (S04%7) He mMeree 0.60 mr/mn 0.87 mr/mn
|
{ STERILITY Solution must be sterile. ‘, complies B
3 CTEPWU/IBHOCTH PacTeop gonxeH 6ot CTEPUNBHBIM, i cooTReTcTayeT

This batch was checked for all parameters and fully conforms to producing requirements,

Aarnas cepus Geina nposepena no scem NapaMeTpamM u MoNHOCTBI0 COOTBETCTBYET NPEAbABAREMbIM TpeboBaHuam,

JADRAN - GALENSKI LABORATORI d.d. = 51000 RIJEKA
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Qualified Person
Mirna Simi&i¢

Mognuce leonﬂomouejHoro nwnua

Mimai "fngiéi’

ko




