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TONIMER

ISOTONIC SPRAY 300 mosm/kg

EN_INDICATIONS

Sterile isotonic sea water solution with a slightly alkaline pH, indicated to remove and
fluidify the mucus in the nasal passages in case of dryness of the mucous membranes
and colds, thus facilitating more comfortable breathing. It contains no preservatives and
does not mspense propellant (air), as it is not in contact with the product, thus reducing
the possibility of allergic reactions.

The product is indicated:

- in TONIMER NORMAL ISOTONIC SPRAY and TONIMER STRONG ISOTONIC SPRAY
presentations for adults;

- inTONIMER SOFT ISOTONIC SPRAY presentation for adults with hypersensitive mucous
membranes;

- in TONIMER ISOTONIC BABY SPRAY presentation for newborns and children.

The presence of the non-return valve and a sac that isolates the physiological solution:

« guarantees sterility;

«+ makes it possible to use the bottle in any direction (360°);

« prevents mucus from being sucked into the bottle.

DIRECTIONS FOR USE:

wash your hands before use.

1. Once the cap is removed, children who are able to use the product on their own

(under adult supervwsloni may do so by tilting the bottle at any angle. It is best

applied by leaning over a washbasin, tilting the head to one side and inserting the

spray nozzle into the upper nostril. Press on the nozzle till the product is sprayed
for the recommended time (see dispensing times and frequency of use). Repeat

the same procedure in the other nostril (drawing 1).

For newborns and children requiring adult assistance:

lie the child on its side, insert the nozzle into the upper nostril and press for the

recommended time. Turn the child onto its other side and repeat the same procedure

in the other nostril (drawing 2).

3. After l\gsg, always wash and dry the nozzle and close the container using the cap
supplie

DISPENSING TIMES AND FREQUENCY OF USE:

TONIMER NORMAL ISOTONIC SPRAY (adults): press on the dispenser for 1-2
seconds/nostril. The recommended frequency is 2-3 applications a day, 3-4 hours
apart for 15 days, or according to medical advice.

- TONIMER SOFT ISOTONIC SPRAY (adults): press on the dispenser for 5 seconds/nostril.
The recommended frequency is 2-3 applications a day, 3-4 hours apart for 15 days, or
according to medical advice.

- TONIMER STRONG ISOTONIC SPRAY (adults): press on the dispenser for 1 second/nostril.
The recommended frequency is 2-3 applications a day, 3-4 hours apart for 15 days, or
according to medical advice.

- TONIMER ISOTONIC BABY SPRAY (newborns and children): press on the dispenser
for 5 seconds/nostril. The recommended frequency is 2-3 applications a day, 3-4
hours apart for 15 days, or according to medical advice.

WARNINGS: for nasal use. For personal use only. Do not use the product if the bottle

appears to be damaged. Do not use the product after the expiry date. The expiry date

refers to an intact, correctly stored product. Do not exceed the recommended dosage.
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Do not use the product if you know you are sensitive to any of its components. In rare
cases, temporary burning of the mucous membranes or slight nasal bleeding can occur.
This will not compromise the safety and efficacy of the product. TONIMER STRONG
ISOTONIC SPRAY (strong jet) should not be used on newborns and children unless
advised by a doctor. It is not recommended for adults with particularly sensitive nasal
mucous membranes or susceptibility to epistaxis. Stop using the product, consult
your doctor and inform the manufacturer if side effects occur. If symptoms persist
after treatment, consult your doctor. There are no contraindications related to using
the productdurmg pregnancy and breastfeeding. The product should only be used on
newborns under paediatric advice. Drugs and medical devices for inhalation must only
be taken simultaneously with the product under the supervision of a doctor who can
assess possible interactions. In the event of serious accidents related to administration
of one of the products from TONIMER ISOTONIC SPRAY line, please send a report to
the manufacturer (customercare@ganassini.it), the Italian Ministry of Health or the
competent authority of the EU member state or of the country in which the product
was used. Avoid contact with the eyes; in the event of contact, rinse with water. Keep
the product out of the reach and sight of children. Dispose of the device )]
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2. Ta veoyewnTal kot TaiBid mou ypelovar BonBetar and evihika: Kpajote To maibi
YUPVGVTAG T 0TV it TAEUPG, EIGAYETE To aKpopUaIo oTo pouBolvi Tiou PpiokeTat
Em) 5‘0'1)\0)7590 nelo Kau TIEOTE TO AKPOPUGI0 GUPWVA HE TN GUVIOTGEVT dldpkela
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3. Metd amo 1%qucq TIAVTOTE Vel TAEVETE KOl VA OTEYVWVETE TO 0KpOQUOLo Kall Vet
KAEIVETE TO GOYEIO XPNOIHOTIOILVTAG TO TIWHO TOU.

ALIAPKEIA XPHEHE KAI SYXNOTHTA XPHEHE

- TONIMER NORMAL ISOTONIC SPRAY (svnMKzg) meors T0 akpololo yla1-2
Seutepoherrra/pouBobvi. H auvioTwpevn ougvotnTa elvar 2-3 egappoyés KaBe
Hépa pe 6|uw0pu 3-4 (peg peTal Toug yia 15 PEPES, 1 COPQPWVE PE TV LATPIKR
GUpBOUAY.

- TONIMER SOFT ISOTONIC SPRAY (eviikes): miéoTe To akpo@Uolo yia 5
Seutepohento/ pouBodvt. H ouVIOTwHEVD GUYVOTT Elvan 2-3 EpappoyEg Kabe
pépa pe Bidpopa 3-4 Wpe petagh Toug yia 15 PEES, 1) GUHPUVEL HE TNV 1aTPIKN
OupBOUMY.

- TONIMER STRONG ISOTONIC SPRAY (eviAikeg): miEaTe To akpo@uato yia 1

Seutepoento/pouboivi. H auvioTwpevn ougvoTTa Elvat 2-3 epapuoyes kabe

HEPQ HE B1aWOPa 3-4 WPEG HETAED TOUG YIa 15 PEPES, T OUPPWVA HE TNV LOTPIKT

GUpBOUAY.

TONIMER ISOTONIC BABY SPRAY (Bpéwn kat maubid): méote o akpogyoto yia 5

after use. Store with the cap closed, away from heat, in a cool and dry place. Warning
Pressurised container: may burst ifheated. Keep away from heat, hot surfaces, sparks,
open flames and other ignition sources. No smoking. Do not pierce or burn, even after
use. Protect from sunlight. Do not expose to temperatures exceeding 50°C/122°F. Keep
out of reach of children. Do not make use other than those specified.

GR_ENAEIZEIX

A £v0 106Tov0 Sidupa 0 vepoU e eNappuis ahkahikd pH, evbeikvutat
YTV aToyaKpUVOT) Kl pzuownomun Tng BAswug 0T PIVIKI) KOINSTNTO! OE TIEPITTAGEIG
EnpotnTag Twv A Kal EMOpevg Boneu m
duabikaoia T uvunvong Dev mepiexel [} al bev eheud

(aépa), kaBug Bev elvau o€ enagi pe To mpoiov kat uamvsrm 1 mBavoTTa ahkepyKig
avtibpaon.

To mipoidy evbeikvutar:

- 01 ouokeuaole yio evijhikeg TONIMER NORMAL ISOTONIC SPRAY kai TONIMER STRONG
ISOTONIC SPRAY

- 1 ouokevaoio TONIMER SOFT ISOTONIC SPRAY yia evijhikeg e umepevaiadneg
BAevvoyove pepppaveg

- 70 TONIMER ISOTONIC BABY SPRAY yia veoyéwnTa kat nmﬁlu

H napovaia g pn 0 Bangibog mou amop 09 yiko Sihupio:

* gyyvaTai ™ dlaTipNoN TG ATOCTEIpWONG

* TpEYEL TN SuvaToThTa VAl irau 1o Soyeio og i b l
(360“‘

* amoTpémel TN BAEVV Vol EI0EPXETAL TO Soyeio.

(OAHTIEZ XPHEHE:

MAGVeTe Ta Képa oug oIV amd T yprjon.

1. Otav QaIPECETE TO KATAKI, TEIOIA TIOU HTopoly vt )(pnmuonumuouv 0 TIpoidV amo
pova Toug (Ut TV zm[})\cwn cvr])\um) unopouv va 10 Kuvcuv vupvmvmg T0 éuxcm
[ UT{UIU5HHUTE ywvia. Epappoletal KuAuTEpa, okUBovTag nuvw and éva vmrnpu e
o Keal Vol yEpVEL Ipog T pia TAEUpG, EIOAYETE To akpolalo aTo pouBolvi Tou
Bplokeral oo YAGTEPO onpio. MIEGTE To akpOYUOI0 HéKPI TO TPOIOY Vol ekaoTel
GUHpWVa e T oUVIOTwyEVN Sidipkela (BAéme Bidipketa panG Kat GUKVOTITa Xpriong).

[povBobv. H eV ouyVOTITO €lval 2-3 EpappoyEg KABE pépa
i 516popa 3-4 tpeg ucm{u Tougyia 15 WEpES, ouuwmvu JE TNV 0TPIKI] GUWBOUAY.
nPOEIAOnOIHEEI}'. Na pwmq Xphon. Mo npoummkn Xpron povo. Mnv xpnmpnnmr}usr{
To Tipoiov av To Soyelo paiveTal kaTaoTpappévo. M XpriotHOTOLEITE To Tpoiov eTa TV
npepopnvia NEnc. H npepopnvia g avapépeTal oe éval aBikro, katiMrka amoBnkeupevo
Tipoidv. Mnv unepBaivere T ouviaTwiievn 500, Mn XprotHoToLEiTe To Tpoidy av Epete
6T éere evauoBnaleg o oTo0BATIOTE UGTATIKG TOU. 3 OTIAVIEG TIEITTWOEIG Umopei va
VILIOETE IpOOWpIVA Kdwipo aTo BAewoyovo f vat ipokAndel pikpr) piviki aipoppayia.
Auto ev emnpealel Ty aodhela kat Ty unms}\mummornm ‘Tou TipoiovTog. TONIMER
STRONG ISOTONIC SPRAY (npomenmg uynhig mmng) Sev mpémel v Xpnmuowomm 3
VEOYEWITG Kal TaIBIdt EKTOG Kall GV UG TEEl 0 Y1aTpOG 0a. A€y ouvioTaral o EVNIKES U
buatrepa euaioBrro BAewoydvo 1 emippem o pivoppayia. STauaTAOTE va YproWHONOIETE
0 TIPOIGY, GUBOUAEUTEITE TO 1aTPO 00G Kall EVUEPWOTE TOV KATOOKEUOT!) OV EUPAVIETE
TIOPEVEPYEIES. AV TO GUNTITWHOT TAPOUEVOLY PeTt T Bepameial aupBouleuTeite To
YI0Tpd 00, Aev unéipyouv avrevBei€eig yia prion Tou mpoiovTog katd TV eykupootvn
kai To BAagyd. To mpoiov mpémet va XpnoionoteiTal o€ veoyéwiTa umd T eniBheyn
1 hpaka Tipoidvra, mpémel va AayBavovral
Tautdypova e To poidy urd TV eniBAewn yiatpol iou pmopet va aglohoyfoet mBaveg
aMnAem&pacis, ¢ mepiTwon coBapwv aTUXNPATWY Tou OXETICovTal e TN Xoprynon
onomuﬁnnmz Tipoiovtog NG gelpag TONIMER ISOTONIC SPRAY, oag napaku)\w UTEIM'E
avayopd oTov KaTaokevaoT) (customercare@ganassinidt), 1o Im)\lka Yroupyelo Yyelag,
1) TNV ap6bia apyr Tou peloug TG EE 1 T ywpag oty omoia éxel xpnatporomei To
TIpOIOV. ATIOWUYETE TNV EMai) HE Ta pdTia. 3¢ TepTWon enapng SEMAUVETE pe Vepo.
Kparfiore o Tpoiiv o onpeto ou Bev BAémou kat Sev poaeyyicouy maidid. Arioppiye
m UUUKEUI] UMEBUVAL PeTdl T Xprion. ATOBIKEUETE Pe TO Wl KAEIOTO, HOKpI and
G oe 5poagpd, §0po pépog. Mpoaoxi) Aoxeio urd mean: Katd m Bépyiavon propel
va ﬁmppnya Makpua ano Szpuornm Bepyies emaveleg, cmvenng, YUUVEG gu)\oysg
Kat GAeG Tyeg avaphe€ng. My kamvidere. Not pny Tpurn@et 1 kaet akopn Kat pera m
Yprion. No mpootateueral amé Tig nhiakes akiveg. Nat iy ektiBeTat oe Beppiokpadieg mou
umepBaivouy Toug 50°C/122°F. KpaTraTe o pakpidt artd Tiatdid. My KAveTe yprian extog
NG TpoPAENOpEVNG.

PT_INDICAGOES

Solucdo isotonica estéril de agua do mar, com pH ligeiramente alcalino, destinada a
remover e fluidificar o muco das fossas nasais, nos casos de secura da mucosa e nas
constipagdes, a fim de promover uma respiragao mais confortavel.

CLIENT: TONIMER ISOTONIC NORMAL / BABY EXPORT 1 SPRAY 300 LETTERATURA vendita FORMATO 180 X 240 mm
DATE: 06.2024 Fornitore: DERMOFARM COD M30078900
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Nao contém conservantes e o propelente ( ar) ndo vem no jato, dado que ndo esta em

contacto com o produto, reduzindo assim as possibilidades de reagdo alérgica.

Indicagdes de produtos Tonimer:

- TgNlIMER 1SOTONICO SPRAY NORMAL e TONIMER ISOTONICO SPRAY STRONG, para
adultos;

- TONIMER ISOTONICO SPRAY SOFT, indicado em adultos com mucosa hipersensivel;

- TONIMER ISOTONICO SPRAY BABY, indicado em recém-nascidos e criangas.

Apresenca de um valvula anti-retorno e de uma bolsa que isola a solugao:

« garantir a esterilidade

« permite rodar o fraco em qualquer direcio (3602)

« impede que 0 muco seja aspirado para o interior do frasco.

MODO DE APLICACAO:

Lavar as maos antes de usar.

1. Apds retirar a tampa, as criangas capazes de usar o produto de modo autonomo
(com a supervisao de um adulto), podem usar o produto, orientando o aplicador em
qualquer dngulo. Recomenda-se no entanto que se cologue por cima do lavatorio
e ter a cabega inclinada para um lado, inserindo o aplicador na narina superior.
Premir o aplicador, durante o tempo previsto (ver tempo de aplicagdo e frequéncia
de utilizagao) para permitir a saida do produto. Repetir o procedimento com a outra
narina (desenho 1).

Para recém nascidos e criancas, que necessitam da assisténcia de um adulto,
colocar o bebé de lado e inserir o aplicador na narina superior e premir durante o
tempo previsto. Colocar o bebé do outro lado e repetir o procedimento na outra
narina (desenho 2).

3. Apos cada utilizagao, lavar e secar o aplicador e fechar com a tampa.

TEMPO DE API.ICAQAO E FREQUENCIA
- TONIMER ISOTONICO SPRAY NORMAL (adultos): Premir o aplicador 1-2 segundos em
cada narina. Aconselha-se 2-3 aplicagoes/dia, em intervalos de 3-4 horas, durante
15 dias ou de acordo com indicacao médica.

- TONIMER ISOTONICO SPRAY SOFT (adultos): Premier o aplicador 5 segundos em cada
narina. Aconselha-se 2-3 aplicagdes| dia, com intervalos de 3-4 horas, durante 15 dias
ou de acordo com indicagao do médico.

- TONIMER ISOTONICO SPRAY STRONG: Premir o aplicador 1segundo em cada narina.
Aconselha-se 2-3 aplicacdes/dia, em intervalos de 3-4 horas, durante 15 dias ou de
acordo com indicagdo médica.

- TONIMER ISOTONICO BABY SPRAY (recém-nascidos e criancas): Premier o aplicador
5 segundos em cada narina. Aconselha-se 2-3 aplicagoes/dia, em intervalos de 3-4
horas, durante 15 dias ou de acordo com indicagao médica.

ADVERTENCIAS: uso nasal. Uso pessoal. Nao usar o produto se o frasco estiver

danificado. Nao usar o produto apos data de validade. A data de validade, refere-se

a0 produto integro e corretamente conservado. Nao exceder a dose recomendada.Em
caso de hipersensibilidade aos componentes, no usar o produto. Em raros casos,
durante a sua utilizacao, pode ocorrer uma sensagdo de queimadura nas mucosas
ou ligeiro sangramento nasal, contudo nao compromete a seguranga e eficacia do
produto. TONIMER ISOTONICO SPRAY STRONG (jato forte) ndo deve ser usado em
recém-nascidos e criangas, exceto por indicagao médica. Nao se aconselha o seu
uso em adultos com mucosa nasal particularmente sensivel e sujeita a epistaxis.
Em caso de efeitos indesejaveis, suspender a sua utilizacdo, consultar o médico e
informar o fabricante, Em caso de persisténcia dos sintomas no fim do tratamento,
consultar o médico. Nao existem contra-indicagdes relacionadas com a sua uullzagao
em gravidas e durante o alenamemo Nos recém- nascidos utmzar 0 produto s6 por
ac peditrico. A administracao de farmacos e disp médicos de
uso inalatorio em simultaneo com Tonimer, deve ser feita sob control médico, de
modo a avaliar possiveis interagdes. Em caso de incidentes graves que ocorram com
a administragao de qualquer produto da linha TONIMER ISOTONICO SPRAY, enviar

~

informagdo para o fabricante (costumercare@ganassini.it), ao Ministério da Satide
Italiano ou & Autoridade competente do Estado Membro da EU em que foi utilizado o
produto oudo Pais em que foi utilizado o produto. Evitar o contato com os olhos, no
caso de tal acontecer, lavar com agua. Manter o produto fora do alcance e davista das
criangas. Apos o uso descartar o dispositivo de modo responsavel. Conservar fechado,
a0 abrigo do calor, em local fresco e seco. Atengdo Recipiente sob pressao: risco de
explosao sob a acao do calor. Manter afastado do calor, superficies quentes, faiscas,
chamas abertas e outras fontes de \gmgao Néo fumar. Nao furar, nem queimar, mesmo
apos utilizagao. Manter ao abrigo da luz solar. Nao expor a temperaturas superiores
a 50“Cd/122"F Manter fora do alcance das criangas. Nao usar de modo diferente do
indicado

SI_INDIKACIJE

Sterilna izotoniéna raztopina morske vode s rahlo alkalnim pH, priporocljiva za
odstranjevanje in mehcanje sluzi v nosnih poteh ob suhosti sluznic ter prehladih, s
tem pa omogoca bolj udobno dihanje. lzdelek ne vsebuje konzervansov in potisnega
plina v stikus proizvodom, s Cimer se zmanjSa moznost alergijskih reakcij. lzdelek je
primeren:

- za odrasle: TONIMER NORMAL ISOTONIC PRSILO in TONIMER STRONG ISOTONIC PRSILO;

- za odrasle z obéutljivo sluznico: TONIMER SOFT ISOTONIC PRILO;

- za novorojencke in otroke: TONIMER BABY ISOTONIC PRSILO.
Prisotnost nepovratnega ventila in vrecke, ki izolira fiziolosko raztopino:
« zagotavlja sterilnost;

« omogoca uporabo steklenicke v kateri koli smeri (360°);

« preprecuje, da bi se sluz sesala nazaj v steklenicko.

NAVODILA ZA UPORABO:

Pred uporabo si umijte roke.

1. Ko odstranite zascitni pokrovcek, otroci, ki lahko samostojno uporabljajo izdelek

(pod nadzorom odrasle osebe), nagnite steklenicko pod katerimkoli kotom. Najbolje

je uporabiti izdelek tako, da se nagnete nad umivalnik, nagnete glavo na eno stran

in vstavite prilni nastavek v zgornjo nosnico. Prsilnik pritisnite in razprSite izdelek

za priporoceni cas (glejte Cas préenja in pogostost uporabe). Postopek ponovite v

drugi nosnici (slika ).

Za novorojencke in otroke, ki potrebujejo pomoc odraslih: poloZite otroka na bok,

vstavite prswlm nastavek v zgornjo nosnico i pritisnite za priporoceni Cas. otroka

obrnite na drugo stran in postopek ponovite v drugi nosnici (slika 2).

3. Po uporabi vedno sperite in posusite prsilni nastavek ter zaprite steklenicko s prilozenim
pokrovckom.

CAS PRSENJA IN POGOSTOST UPORABE

- TONIMER NORMAL ISOTONIC PRSILO (odrasli): pritisnite na priilnik 1- -2 sekundi/nosnico.
Priporocena pogostost je 2-3 aplikacije na dan, razmak med aplikacijami naj bo 3-4
ure, in to za obdobje 15 dni ali po medicinskem nasvetu.

- TONIMER SOFT ISOTONIC PRSILO (odrasli): pritisnite na pr3ilnik 5 sekund/nosnico.
Priporocena pogostost je 2-3 aplikacije na dan, razmak med aplikacijami naj bo 3-4
ure, in to za obdobje 15 dni ali po medicinskem nasvetu.

- TONIMER STRONG ISOTONIC PRSILO (odrasli): pritisnite na pr3ilnik 1 sekundo/nosnico.
Priporocena p gosmst je 2-3 aplikacije na dan, razmak med aplikacijami naj bo 3-4
ure, in to za obdobje 15 dni ali po medicinskem nasvetu.

- TONIMER BABY ISOTONIC PRSILO (dojencki in otroci): pritisnite na priilnik 5
sekund/nosnico. Priporocena pogostost je 2-3 aplikacije na dan, razmak med
aplikacijami naj bo 3-4 ure, in to za obdobje 15 dni ali po medicinskem nasvetu.

OPOZORILA: Za uporabo v nosu. zdelek je namenjen izkljucno osebni uporabi. Ne uporabljajte:

izdelka, Ce je steklenicka poskodovana. Ne uporabljajte izdelka po preteku roka uporabe. Rok

uporabe se nanasa na neposkodovan, pravilno shranjen izdelek. Ne prekoracite priporocenega

~

odmerka. Ne uporabljajte izdelka, Ce veste, da ste obéutljivi na katero koli od njegovih sestavin.
V redkih primerih se (ahko pojavijo zacasno pekot obcutek na sluznici ali rahlo krvavenje
iz nosu. To ne vpliva na varmost in ucinkovitost izdelka. TONIMER STRONG ISOTONIC PRSILO
(razprsllm curek z visokim prmskom) se ne sme uporabljati prl novorojenckih in otrocih,
razen Ce to priporoci zdravnik. Ni primeren za odrasle s posebej obcutljivo nosno sluznico ali
nagnjenostjo k epistaksi. Prenehajte z uporaby izdelka, posvetuite se z zdravnikom in obvestite
prmzvaJalca e se pmavuo stranski ucinki. Ce simptomi vzlvaja]o po tevapm se posvetujte
2 zdravnikom. Ni kontraindikacij za uporabo izdelka med nosecnostjo in dojenjem. lzdelek
naj uporabUao pri novorojencki samo pod pediatriénim nadzorom. Zdravila in medicinski
Enpomcckl n mhalacuo se smejo jemati socasno s tem izdelkom le pod nadzorom zdravnika,
lahko oceni mozne interakcije. V/ primeru resnih nesrec, povezanih z uporabo katerega koli
izdelka iz linije TONIMER ISOTONIC, posljite porocilo proizvajalcu (customercare@ganassiniit),
\tamanskemu ministrstvu za zdravje ali pristojnemu organu drzave clanice EU ali drzave, v
kateri je bil izdelek uporabljen. lzogibaite se stiku z ocmi; v primeru stika izperite z vodo.
Hramte izdelek izven dosega in pogle leda olrok Po uporah\ |zdelka g odstramte odgovorno.
mestu. Opozorilo
Posoda Je pod tlakom: lahko eksplodira pri segrevamuv Hraniti loceno od vroine, vrocih
povrsin, isker, odprtega ognja in drugih virov vZiga. Kajenje prepovedano. Ne prelukma](e ali
sedigajte je niti, ko je prazna. ZaScititi pred soncno svetlobo. Ne izpostavljati temperaturam
nad 50°C/122°F. Hranit izven dosega otrok. Uporabiti samo za predvidene namene.

INGREDIENTS:
Aqua (Water), Maris Aqua (Sea Water)
27,32%.
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