Instruction for use - Patient Leaflet
Medical Device for patient self-administration

Product Composition
Vicks AquaForte is a vaporizing nasal spray of sea water hypertonic solution.
Filtered sea water 80% (w/w)
Purified water 20% (w/w)
e Aromatics free

. Preservative free

Chloride content: 23.20 - 27.20 g/
Indications

e  Flumidification of the nasal mucosa
e Blocked nose relief

e  Easing thick mucus removal

Contraindications

No contraindications are known for the intended use of the medical device hypertonic Vicks AquaForte.

Side effects

No side effects are known.

Precautions

in case concomitant use of nasal medicinal products is necessary, please contact your doctor or pharmacist.

Instructions for use
« Briefly press the nozzle before first use to prime the appiicator
e Tilt your head on the side and carefully place the end of the nozzle in front of the nose

e  Exert ashort pressure on the nozzle (1-2 seconds)

perations Germany

e Let the excess solution run out and then blow your nose Merckle GmbH

Graf-Arco-Str. Ulm, Germany
e Repeat process in the other nostril
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Instruction for use - Patient Leaflet
Medical Device for patient self-administration

e After each use, clean the nozzle with warm water
Use several times a day in each nostril.
Should only be used by one person to avoid transmission of infections.

Adults and children aged 6 years and over.

Package Information

100ml of solution in an aluminum can. Vicks AquaForte is supplied in a box containing one bottle and one

leaflet.

Storage Conditions

There are no specific storage temperatures.
The recommended storage conditions are: 15°C - 25°C

Pressurized container: protect from sunlight and do not expose to temperatures exceeding 50°C.

Do not pierce or burn, even after use.
Keep out of reach of children.
Use only as intended

Transport Conditions

There are no specific transport temperatures.
The recommended transport conditions are: 15°C - 25°C

Product shelf life
36 months
Non-sterile

Non-prescription.

Interaction with other medical products

No interaction with other medical products and medical devices known

Recommendations for disposal

The medical device can be disposed together with domestic waste. cUZD qb
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Instruction for use - Patient Leaflet
Medical Device for patient self-administration

Manufacurer

Merckle GmbH
Graf-Arco-Str. 3
89079 Ulm
Germany

Local representative
leva LLC

10 Shabolovka

Bld.I

Moscow 119049
Russia

LOT
- Batch code

- Use by date

Read usage instructions

. Caution, consult documents

Version no.; 007

n

iff'/1lin ~rations Germany

Merckle GmbH
Graf-Aroo-Str. 3, 89079 Ulm, Germany
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MepeBof C aHIIMIACKOTO A3blKa Ha PYCCKUIA A3bIK

WHCTPYKUMS No npuMeHeHnio — ViHdhopMaums Ana nayueHTa
MepguumMHCKoe n3genve s caMmocTosTeNIbHOrO NMPUMEHEHUA NaLUeHTOM

CocTtaB npoaykra

PacTBOp rmnepToHMYECKMIA MOPCKOM BOAbI B BUAE Ha3aslbHOro cripes Bukc AksadopTe
(Vicks AquaForte)

®dunbTpoBaHHaA mopckas Boga 80 % (B BECOBOM OTHOLLEHUN)
OunweHHan soga 20 % (B BECOBOM OTHOLLEHWM)

e He cogep>XuT apomatn3aTopoB

e He coaepXXnT KOHCEPBAHTOB
CogepxaHue xnopugos; 23.20 — 27.20 r/n

MokazaHusa K nMpMMeHeHNo

e YBMaXHEHWe CIM3NCTOM 060/1I04KM Hoca
e YCTpaHeHVe 3a/10)KeHHOCTI Hoca
e O6neryeHune yaaneHusi rycToii Camsmu us Hoca

NMpoTuBOMNMOKasaHunsd

Mpy NPUMEHEHNN MEAMLMHCKOIo n3aenms «PacTBop rmnepTOHMYECKNA MOPCKON BOAbI B
BMAe HasanbHoro cnpes Bukc AkBa®opTte (Vicks AquaForte)» B COOTBETCTBUU C faHHOW
WHCTPYKLMEN NPOTUBOMNOKA3aHUN HeT.

Mob6ouHoe geiicTBUE
3BecTHble NO6OYHbIE 3W(PEKTbI OTCYTCTBYHOT.
Mepbl NPegoCTOPOXXHOCTU MPU UCMNO/Ib30BaHUN

B cnyyae Heo6XoAUMOCTV OJHOBPEMEHHOIO MpuemMa APYrux HasaslbHbIX 1eKapCTBEHHbIX
npenapaToB o6paTuTech Kevallemy Bpady Win apmalesTy.

VHCTPYKUUSA MO NPUMEHEHUIO

e [lepes nepBbiM NPUMEHEHMEM HEHAAO/ITO HAXKMUTE Ha HAKOHEYHUK A1 aKTMBaL MK
annankaropa

e HaknoHuTe ronoBy HaboK M OCTOPOXKHO BBEAUTE HAKOHEUHWK B HOCOBOW XOp,

e KpaTKoBpeMeHHO HaXXMUTe Ha HaKOHeYHUK (1-2 ceKyHAbl)

e [ogoxauTe, NMoka OCTaTKM pacTBoOpa BbITEKYT HapyXy, U BbICMOPKaUTECh

e [loBTOpUTE TO Xe AeicTBME C APYIrMM HOCOBbIM XO40M

e [locne KaXaoro NPUMEHEHMs NMPOMbIBaiTE HAKOHEYHWK Ter/10i BOLOW

MTamn: TEBA Cny>x6a Kauectsa
lepmaHus

Mepkrne Mm6X

/Moanuck/

I'pag-Apko-LUTpacce 3, 89079, Ynbm, FepmaHus/
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WMHCTpyKUMSt Mo NpYMeHeHnto — VHdhopMauusa ana nayyeHTa
MeguumHcKoe u3aenue ansi CaMmocToATEe/IbHOTO NPUMEHEHMUST NaUMeHTOM

MpuyMeHsiTe B KaXabli HOCOBOM XOf, HECKOJIbKO pa3 B AEHb.
MoaNexunT NCNoNb30BaHMIO TONbKO OAHMM YE/I0BEKOM BO M36eXaHne nepeHoca MHGEKLMIA.
[na B3pocnbIX 1 geTen ctaplle 6 feT.

MHpopmayma 06 ynakoBke

100 mn pacTtBopa B a/llOMUHMEBOM Gasi/ioHe « PacTBOp rMNepTOHUYECKUn MOPCKOM BOAbI B
BMae HasasbHOro cnpesi Bukc Aksad®opte (Vicks AquaForte)» noctaBnseTcs B KOPOOKe,
KOTopas COAEPXUT OAUH 6aI/IOH U OOHY VHCTPYKLMIO.

YcnoBua xpaHeHuns

KOHKpeTHble pekoMeHAauny rno yCcroBUAM XpaHeHUs OTCYTCTBYHOT. PEKOMeHAyeMble
ycnosusa xpaHeHusa: 15°C — 25°C

BannoH nof fasneHnem; 6epeyb OT NonagaHusa COTHEYHbIX Slydelt 1 He noasepratb
BO3AeNCTBMIO TemnepaTtyp Bbiwe 50°C.

He npokasibiBaTb U He NompkuraTb AaKe Noc/ne UCMosib30BaHus.

XpaHuTb B HEOCTYMHOM A/19 AeTell MecTe.

MNPUMEHATL TOMLKO MO Ha3HAYEHUIO.

YcnoBusi TPAHCNOPTUPOBKU

KOHKpeTHble peKoMeHaauum no TemnepaTypHbIM YCNOBUAM TPAHCMNOPTUPOBKM OTCYTCTBYHOT.
PekomeHayeMble yCNnoBuA TpaHCNopTUPoBKK: 15°C — 25°C

Cpok rogHocTn mnsgenunsd

36 mecsLUeB
HecTepunbHO
OTnyckaeTca 6e3 peuenTa.

B3sanmopgeiictBme ¢ ApyrMMmu fieKapcTBEHHbIMM Mpenapartamu

I3BeCTHble B3aMMOJENCTBUA C APYrUMU MeAMLMHCKUMU MPOoAyKTaMnU W MeANLUHCKAMMN
N3EeNNSIMA OTCYTCTBYHOT.

PekoMeHaauMm no ytuamsauunu

[laHHOEe MeaULMHCKOe n3aenne MOXeT ObiTb YTUIN3NPOBAHO Kak ObiTOBbIE OTXOApbI.

MMTamn: TEBA Cnyx6a kKauvectBa lepmaHusi
Mepkne rmeX

/Mopgnuce/

I'pag-Apko-LUTpacce 3, 89079, YnbM, FepmaHus/

Leaflet_hypertonic_RU_v006_ TW.doc/04-2016
Ay 72 00 0014-05

@ 000 LUPMH [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU Crpanmua 2 m3 3



LoT

&

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

o



MepeBoj faHHOIO TeKcTa CAenaH MHOW, nepeBogYnkomM MTuLbIHbIM
AnekceeMm Anekceesnyem. TpeboBaHMS K TEKCTY nepesoja (MakcumanbHas
ANAANQCAMA T PAJMMHOE U3M10>KEHWE) MHE Pa3bACHEHbI.

Nopog MockBa. [1BeHaALATOro Masi ABe ThICSYM LLUECTHAALATOrO roaa

obaszaHWCcTM' AU ™ 'A ANNAPA WAMWIBEBHA, BpeMeHHO UWCNONHALLLAS

rFEOPrS"RHM METPOBOW EKATEPVHDbI
MTUn™ m?INN;. cBMAETENLCTBYIO MOA/IMHHOCTL MOAMWUCK, CAENAaHHON MNepeBOAYNKOM
NUbIHbIM AJleKceeM ANEKCeeBUYEM B MOEM MPUCYTCTBUMN. JIMYHOCTbL €ro yCTaHOB/EHA
3apeructpn”™ofaHora™eectpe3aNe 6
B3bickan/ o Tap”;~:UoO py6. 00 kon.
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Bcero npoLuHypoBaHo, NPOHYMepOBaHO
1 CKpern/eHo nevyaTblo nmcT (a) (oB)
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