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Froduct name / Hassanwe npenapara;

AQUA MARIS® PLUS, nasal spray, (bottle) 30 mix 1

(carton box)

AKBA MAPUC® NNIOC, cnper HasanbHeli, (bnakor)

30 mn x 1 (Nayka KapToHHas)

[ Date of analysis / [lara npoBeaeHUs aHanU3a:

Batch / Cepus: 07150
Manufacturing date / [1aTa NDOU3BOACTEA: 18.03.2020.
Explry date / TogeHx ao: 31.03.2022.

21.04.2020.

Name of the APl / HaumeHoBaHue

Adriatic sea water / Boaa AapwaTnyeckoro Mops

gJapMaueB'muecxoﬁ cybcTaHuuu:

cybcTaHUMu:

API batch No. / Homep cepuu"cbapuauea'muecxoﬁ

2010117K

API Manufacturer / NponssoauTens
chapMayeBsTMYECcKoil cyBcTaHumMn,

JADRAN-GALENSKI LABORATOR_IJ d.d., Croatia /
AOPAH-TANEHCKW NABOPATOPWI a.0., XopBaTus

"APPEARANCE

CERTIFICATE N2 0260/20
CEPTUOWUKAT N2 0260/20

i R

o|rle liquid without odor

' C%e coorlllquld without odour

4,

| Clearc
ONMUCAHUE BecuBeTHLIA Npo3pauHbIi pacTsop 6e3 3anaxa BecuBeTHbid Npo3payHblA pacTeop Ge3
3anaxa
1IDENTIFICATION
Na* Na* COMPLIES
ca’ A. Precipitation reaction with zinc-uranyl
Mg¥* acetate solution COMPLIES
Cc1 B. Ionic chromatography
SO Ca** COMPLIES
A. Precipitation reaction with ammonium
oxalate solution COMPLIES
B. Ionic chromatography
Mgt COMPLIES
A. Precipitation reaction with ammonium
chloride solution, ammonia solutlon and sodium
phosphate solution. COMPLIES
B. Ionic chromatography
cr COMPLIES
A, Precipitation reaction with diluted nitric
acld and silver nitrate solution. COMPLIES
B. Ionlc chromatography
SO& COMPLIES
A. Preciplitation reaction with barium
chloride solution COMPLIES
B. 1onic chromatography
Dexpanthenol HPLC-method: COMPLIES 1
The retention time of the peak on the |
chromatogram of the test solution must \
correspond to the retention time of the peak of
dexpanthenol on the chromatogram of J
reference solution.
JADRAN GAL
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" NOAMHHOCTS
Na*

Na*

Ca?* A. Peakumus 0CaXAEHURA C PACTBOPOM UMHK- COOTBETCTBYET
Mgt ypaHunauerata
ct B. UoHHan xpoMaTorpadus COOQTBETCTBYET
SO;Z' Cab
A. Peakums 0CamAeHWsA C paCTBOPOM okcanara COOTBETCTBYET
AMMOHURA
B. MoHHaR xpoMaTorpacus COOTBETCTBYET
Mg
A. Peakums 0CaXaeHus C pacTBOPOM Xnopuaa COOTBETCTBYET
aMMOHMA, PACTBOPOM aMM1aka W pacTBOPOM !
coctaTa HaTpUs l
B, VoHHas xpoMmaTtorpadua COOTBETCTBYET 1
(ol
A. Peakuusa 0CaXAEHWUA C pa3seneHHON a30THOR COOTBETCTBYET |
KUCNOTOM U C pacTBOPOM HUTPATA cepebpa
B. MioHHan xpomatorpadus COQTBETCTBYET
SO
A. Peakuus OCaXAEHUA C PacTBOPOM XNOPUA3 COOTBETCTBYET
6apwsa
B. VioHHas XxpoMaTorpadpus COOTBETCTBYET
NexcnaHTeHon MeToa BIXX: COOTBETCTBYET
BpeMs perucrpauui OCHOBHOrQ NUKa Ha
XPOMATOrpaMMe UCTLITYeMOro PacTBopa A0/IKHO
COBN3AaTL C BDEMEHEM PErncTpauuv nuka
LeKcnanTteHona Ha XpoMaTorpammMe
CTaHAapTHOro pacTeopa
pH From 6.0 to 8.5 7.3
Potencliometric method
pH 7,3
NoTeHyMoMeTPULHECKH Ot 6,0 A0 8,5
PERCENTAGE OF 30.36g (30 ml) £ 10 % 31.05
CONTENTS OF PACKAGE
MPOLUEHT BbIXOAA 30,36 r (30 mn) £ 10 % 31,05
COAEPXWMOIQ
YMNAKOBKW
DEXPANTHENOL From 0.90 to 1.05 g/100 g | 0.997 g/100 g
JEKCMAHTEHON Or 0,90 a0 1,05 r/100 1 0,997 r/100r |
STERILITY Solution should be sterile COMPLIES
CTEPUNBHOCTDb Pacreop AonxeH GbiTe CTEPUNBHBIM COOTBETCTBYET
OSMOLALITY 0.215 - 0.376 Osmol/kg 0.338 Osmol/kg
OCMONANBHOCTD 0,215 - 0,376 Ocm/kr

0,338 OcM/kr

JADRAN GALENSK! LABORATORI d.d. = 51000 RIJEKA © SVILNO 20 > CROATIA = +385 51 546 024.3 www.jglhr
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PacTBOp», «HE CONePXKUT KOHCepBaKToB»,
«HB3HAUEHNE: ANA NEYeHNs W NPOJMNaKTUKK
aTpodHUyecknx n cy6aTpodieCcKUX PUHWTOB;

OUMLLEHMA W YBNAXKHEHWA CAU3NCTOH o6onouku

JADRAN GALENSKI LABORATORIJ d.d, = 51000 RIJEKA = SVILN

HOCa npw BOCNANTUTENBHBIX 3aboneBaHuAX

AQUA MARIS PLUS nasal spray (bottle) 30 ml x 1 (carton box) - 07150 -RU

e D i sy v

1C method:

Na* Not less than 1.0 mg/ml 2.94 mg/ml

ca** Not less than 0.06 mg/ml 0.11 mg/ml

Mg®* Not less than 0.25 mg/mli 0.34 mg/ml

cl Not less than 4,10 mg/ml 5,20 mg/ml

SO4* Not less than 0.45 mg/ml 0.69 mg/mi
Titrimetric method:

HCO* Not less than 0.025 mg/ml 0.04 mg/ml

KONMYECTBEHHOE

ONPEAENEHUE ‘
MeToqa WOHHOA xpomatorpahun:

Na* He meHee 1,90 mr/mn 2,94 Mr/Mn

Ca®* He menee 0,06 Mr/mn 0,11 mr/mMn

Mg** He meree 0,25 Mr/mn 0,34 mr/mn

Cctl He meree 4,10 Mr/mn 5,20 Mr/Mn

SOt He mexee 0,45 Mr/mn 0,69 Mr/mMn
TquuHanuuecxuﬁ MEeTOoA:

HCOY He MeHee 0,025 Mr/mn 0,04 mr/Mn

PACKAGING 30 ml of the drug in a glass bottle of dark color, | 30 ml of the drug In 2 glass bottle of
equipped with a spray device and a protective dark color, equipped with a spray device
cover made of propylene. One bottle together and a protective cover made of
with the instructions for use is placed in a propylene. One bottle together with the
cardboard package. instructions for use Is placed In a

cardboard package.
‘L YMAKOBKA
Mo 30 mn npenapara B CTEKNAHHOM thnakore Mo 30 mn npenapaTa B CTEKNAHHOM
TeMHOro UseTa, CHabXEeHHOM PECTBLINUTENBHBIM (hnakoOHe TEMHOTO UBETR, cHabxeHHOM
YCTPOACTEOM W 3aWWMTHOM KPbIWKOA 13 pachbiNATENbHBIM YCTPOACTBOM #
nponuneHa. O4nH tdhnakoH BmecTe C 33LWMWTHOA KPbILIKOA W3 Nponunexa.
MHCTpYKUMelH No NpUMEHEHWIO noMeulaoT B OavH ©nakoH emecTe C WHCTPYKUMUEH no
KAPTOHHYIO NAuKy. NPYMEHEHWIO NOMELLEH B KAPTOHHYIO
nauky.

LABELING Ha nepBnyHoiA ynakoske (3Tukerke tdnaxoHa) Ha nepeuuHO# ynakoske (3TukeTke

MAPKWPOBKA H3 PYCCKOM A3bIKE YKa3biBAIOT: TOprosoe hnakoHa) Ha PYCCKOM A3bIKe YyKa3aHo:
HaWMeHOBaHWe npenapara u 3Hak ®, Haanucu: TOProBoOe HaWMeHoBaHWe npenapara W
«C NeKCNAHTEHONOM®, «1+%, «MpodunaxkTuka», | 3Hak ®, HAAMUCH: «C AEKCNAHTEHONOM®,
«YBnaxHeHue n pereHepauus CNM3NCTON Hocaw, | «1+», «Mpodunakruxa», «YBnaxHeHue
nekapcreennyo dopmy, 06bEM COREPXUMOTO | pereHepauWa CIM3IUCTOR HOCa»,
hnakoHa, HOMep CepuM, AATY NPOW3BOACTBA, nexapcrseHHan ¢opma, obvem
NaTy OKOHUAHWA CPOKa MoAHOCTH, COAEPXWMOro (hNaKoHa, HOMep Cepuu,
Ha nepBuy4HOMA ynakoBke (3TUKETKE ¢nakoHa) [aTa NpoM3BOACTBa, AATa OKOHYAHWUA
HA AHFNWACKOM A3bIKE AONONHWUTENBHO CpOoKa rOAHOCTH.
YK23biBAKOT: NOFoTHN (MpMbI-NPOU3BOAWTENS, Ha nepBu4YHOW ynakoeke (arukeTke
HauMeHosaHue peb-cainTa. ¢pnakoHa) Ha aHTIMACKOM A3bike
Ha BTOpPWYHOW ynaxkoBke {KapTOHHOM na4Kke) Ha ZIONONHWTENBHO YKA3aHO: NoroTvn
PYCCKOM A3blKe YKa3bIBaKT: TOpProsoe (VPMbI-NPONIBOAUTENS, HAUMEHOBaAHWE
HauMeHoBaHWe npenapaTa W 3Hak ®, Haanucu: se6-canTa.
«C [JeKCNaHTeHDoM», «npodunakTuka», Ha BTOpPWMYHOW yNakoske (xapToOHHOM
«yBNAXHEHWE W pereHepauua CNM3MCTOM Hocae, | Nadke) HA PYCCKOM A3bike YKa3aHo:
«BOCCTBHABNMBAET W 33LUMLLIAET CU3NCTYIO TOprosoe HaMMEHoBaHKWe Npenapara !
oBonouKy Hoca», «1+», «M3I0TOHWYECKUA 3HaK ®, HAANWCK: «C AEKCNAHTEHONOM»,

«npodMNaKTHKa», «yBNaxHeHWe W
perexepauywns CNU3UCTOR HOCa»,
«BOCCTaHaBNWBaAET W 3alLULIAET
cnnaucTyio 06ONONKY HUCaR, &1+,
«WN30TOHWYECKWA PBCTBOD®, ¥HE

0 20 CROATIA = +385 51846024 = www jglhr
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TIGNOCTH HOCA, HOCOBBLIX Na3yX W HOCOTNOTKM;
nayueHTaM, CTPaAaIoLIUM CyXOCTBIO cnu3ncToit
050N04KY NONOCTH HOCA W IMLaM, MUBYLLIUM W
paboTaloLLUM B NOMELLEHHMAX C
KOHAULMOHWPOBAHHBIM BO3AYXOM wu/vnu
LeHTPanbHbIM OTOMNEHHEM; NIOARM, Cnm3ucTas
0B0N0UKE BEPXHWX AbiXaTeNbHbIX nyTen
KOTOpBIX NOCTOAHHO NOABEPraeTCa BpeAHbIM
B034EACTBMAM; IOASM NOXWNOTO BO3PACTa ANA
npodHNaKTUKK BO3PACTHBIX aTpodhudeckux
WIMEHEHWI CNM3MCTOR HOCA.», *MOAXOANAT ANA
BepeMeHHbIX U KOPMALLNX XKEHLLMH>, cnocob
NPUMEHEHWA: CM, UHCTRYKUMIO®, 3HauOK C
u3o6paeHueM Hoca, 3Ha4oK C n3obpaxeHueM
GepeMeHHOM! KeHLWWHb, nexkapcreeHHyto GopmMy,
obbeM coaepxumoro dnakona, cocTase
npenapata Ha 100 r c ykasaHuem
HAUMEHOBAHWS U COAEPXAHNA AEHCTBYIOLLErO U
BCMOMOraTENbHEIX BEWECTB, YCNOBUS XPaHEHUA
c npenynpenwrenbnoﬁ HaAMMUCHIO: «B
HeAOCTYNHOM ANA [LeTei mecre», CPOK
roaHoCTH, permcrpauuonnhm HOMep, YC/TOBUA
OTNYCKa M3 anTeK, Ha3saHue dupMbI-
NpoM3BOAMTENR, BAPEC, CTPEHY, HOMEP Cepvi,
AAaTy NPOM3BOACTEA, AATY OKOHUYAHUA CPOKa
FOAHOCTH, WTPHUX-KOA

Ha BTOpUUHOR ynakoBke (KapTOHHO#H nauke) Ha
aHNMIACKOM R3blKe AONONHUTENBHO YK33biBAIOT:
TOProBoe HaMMEHOBAHWE TPenapaTa W 3Hak ®,
noroTun hUpMbi-NPOU3IBOAUTENA,
HauMeHoBaHue BeS-caiTa.

COARDKWT KOHCEPBAHTOB®,

«HA3ZHAYEHWE: ANA NEYEHURA W
npodunakTuKu aTpodu4ecknx
cy6aTpOdUHECKNX PUHWTOS; QYMLLERWA W
YBNAXHEHUA cnu3ncToin obonoHkK HOC3
NpW BOCNANWTENbHbIX 3aboneBaHUAX
NONOCTH HOCa, HOCOBbLIX NA3yXx W
HOCOFNIOTKM, MaUMeHTaM, CTP3AIOLIMM
CYXOCTHIO CMINCTON 060N04KK NONOCTH
HOCA W IMLAM, XWBYLIMM W PAGOTaI0WKM
8 NOMELLEHMAX € KOHANUMOHWPOBEHHBIM
BO3AYXOM W/WMNW UEHTPANbHbIM
OTONAEHWEM; NIOAAM, CU3UCTARA
060/0uKE BEPXHUX AbIXATENbHBIX nyTeu
KOTODbIX NOCTOAHHO NOABEPraeTca
BPEAHLIM BOIASACTBUAM; NIOARM
NOXMUNOFG BO3PACTa ANA NPOGUNAKTUKM
BO2PACTHLIX aTPOPUUECKMX W3MEHEHURA
CNW3WCTOW HOCA.», «NOAXOANT ANA
GepeMeHHbIX U KOPMALUMX HEHILNH®,
cnocob NPUMEHEHUA: CM. MHCTPYKUAIO®,
aHAYOK C U306PaXEHNEM HOCA, 3HAUOK C
H3obpaxeHneM GepeMeHHOR XEHUIMHD],
nekapcTeeHHas GopMa, ofbem
coaepXuMoro nakoxa, cocTas
npenapara Ha 100 r € yka3sanveM
HaWMEHOBAHUA W copepXaHuA
AefCTBYIOWEro ¥ BCROMOraTenkHuIX
BELLACTB, YCIOBWA XPAHEHHUS C
npe.u.ynpe.u.uTeanoﬁ HaANUCLIO: «B
HEAOCTYNHOM ANA ABTEA MecTe®, CpoK
FOAHOCTH, PErACTPALMOHHbIA HOMED,
YCNOBMA OTIIYCKa W3 anTek, HassaHue
MpMbI-NPON3BOANTENA, BAPEC, CTpaHy, 1
HOMEp CepuM, AATY NPON3BOACTBa, AATY
OKOHYaHWUA CPOKa roaoHoOCTH, WTPUX-KOA I
Ha BTOpM4YHOW ynakoske {kapToHHOW
Nayxe) Ha BHINIVMACKOM A3bIKE |
AOI’!DJ‘\HHTeﬂbHO \/KBSBHD! Toprosoe |
HauMeHOoBaHWe MpenapaTa U 3Hak ®,
noroTMn GUpMbL-NPOM3BOAWTENR,
HauMeHoBaHWe Be6-canTa.

STORAGE At th.e temperature not above 25 °C COMPLIES l
XPAHEHWE | npw TemnepaType He Bbiwe 25 °C COOTBETCTBYET J
SHELF LIFE 2 years - COMPLIES

CPOK roHOCTA 2 roAa COOTBETCTBYET

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA © SVILNO 20 °
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Importing country / CrpaHa uMnopTep: Russian Federation / Poccuiickan degepaums

Registration Certificate No. / Homep NN-001359 dated 15.12.2011 (re-issued 16.12.2016 /

PerucTpaynoHHOro yAoCTOBEPEHUS | IN-001359 ot 15.12.2011 (gava 3amensi 16.12.2016)

Manufacturing site / NpouaBoacTBEHHARA JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Svilng

naouwjaaka: 20, 51000, Rijeka / AOPAH- I'AJ'IEHCKH J'IAEOPATOPMH
a.o0., Xopsartua, CeunHo 20, 51000, Preka

I hereby confirm that the Information above s authentic and accurate. This batch of the product was
manufactured (all production stages), including labeling/packaging and quality control at the above
mentioned manufacturing site in full compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing_country.

HacToAWMM yAOCTOBEPAID, 4YTO NpUBeAeHHas Bbiwe WHPOPMAUWs MNOANMHHA W TouHa., faHHas cepus
NeKapCcTBEHHOro npenaparta 6bina npousseaeHa (BCe CTaany NPOM3BOACTEA), BKNIOYAA YNaKOBKY/MapKUpPOBKY
U KOHTPONb Kauyecrsa, Ha

YKa3aHHOW Bblle TMPOM3BOACTBEHHONW NNOWAAKE B MONHOM COOTBETCTBMM C TpebosBaHusmu GMP,

TpebOBAHMAMKU PEerucTpauMOHHOro A0CLE W  HOPMATMBHOM AOKYMEHTauun, YTBEPXAEHHOA B CTpaHe-
uMnopTepe.

Quality of the product complies to Normative Document NN-001359-151211, Variations No. 1-2
KauecTBo npoaykTa coortsercrayer J1M-001359-151211, Uam. N2 1-2

I hereby confirm that the batch is approved for release
HacToAlWUM NOATBEPXAAK, YTO BbiLUEYKa3aHHAN Cepus paspeweHa K BbiNyCcKy

Date
fata < /04/ kiast
Qualified Person Valentina Stuli¢

Moanucek YNosHOMOYEHHOro nuua

jsLd.d. // N

Jg (J Syllng 20
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