
PATIENT LEAFLET IN ACCORDANCE WITH THE PHARMACISTS’ REGULATIONS  )PREPARATIONS ( – 
ϭϵϴϲ 

This ŵediĐiŶe is dispeŶsed ǁithout a doĐtoƌ’s pƌesĐƌiptioŶ 

OtƌiǀiŶ MeŶthol Ϭ.ϭ% ǁ/ǀ 

IŶtƌaŶasal solutioŶ 

The aĐtiǀe iŶgƌedieŶt aŶd its ĐoŶĐeŶtƌatioŶ: 
XǇloŵetazoliŶe HCl Ϭ.ϭ% ǁ/ǀ 

IŶaĐtiǀe iŶgƌedieŶts aŶd alleƌgeŶs iŶ the pƌepaƌatioŶ – please see seĐtioŶ ϲ aŶd seĐtioŶ Ϯ )IŵpoƌtaŶt 
iŶfoƌŵatioŶ aďout soŵe iŶgƌedieŶts of the ŵediĐiŶe(. 

Read the eŶtiƌe leaflet ĐaƌefullǇ ďefoƌe usiŶg the ŵediĐiŶe. This leaflet ĐoŶtaiŶs ĐoŶĐise iŶfoƌŵatioŶ 
aďout the ŵediĐiŶe. If Ǉou haǀe aŶǇ otheƌ ƋuestioŶs, ƌefeƌ to the doĐtoƌ oƌ the phaƌŵaĐist. 

Use the pƌepaƌatioŶ aĐĐoƌdiŶg to the iŶstƌuĐtioŶs iŶ the dosage seĐtioŶ of this leaflet. CoŶsult the 
phaƌŵaĐist if Ǉou Ŷeed ŵoƌe iŶfoƌŵatioŶ. Refeƌ to the doĐtoƌ if sigŶs of the ailŵeŶt )sǇŵptoŵs ( 
ǁoƌseŶ oƌ do Ŷot iŵpƌoǀe afteƌ ϯ daǇs. 

ϭ. What is the ŵediĐiŶe iŶteŶded foƌ? 

The ŵediĐiŶe is iŶteŶded foƌ ƌapid ƌelief of Ŷasal ĐoŶgestioŶ foƌ up to ϭϬ houƌs iŶ adults aŶd 
adolesĐeŶts oǀeƌ ϭϮ Ǉeaƌs old. 

TheƌapeutiĐ Đlass: OtƌiǀiŶ MeŶthol ĐoŶtaiŶs ǆǇloŵetazoliŶe hǇdƌoĐhloƌide, ǁhiĐh ďeloŶgs to the 
sǇŵpathoŵiŵetiĐ ageŶts gƌoup. It also ĐoŶtaiŶs ŵeŶthol aŶd euĐalǇptus. 

Ϯ. Befoƌe usiŶg the ŵediĐiŶe 

Do Ŷot use this pƌepaƌatioŶ if: 

• You aƌe seŶsitiǀe )alleƌgiĐ( to the aĐtiǀe iŶgƌedieŶt  )ǆǇloŵetazoliŶe hǇdƌoĐhloƌide( oƌ to aŶǇ of 
the otheƌ ĐoŵpoŶeŶts the ŵediĐiŶe ĐoŶtaiŶs )see seĐtioŶ ϲ(. 

• You haǀe Ŷaƌƌoǁ aŶgle glauĐoŵa. 
• You haǀe had a tƌaŶs-spheŶoidal  )ǀia the Ŷasal ĐaǀitǇ( ƌeseĐtioŶ of the pituitaƌǇ oƌ aŶ opeƌatioŶ 

duƌiŶg ǁhiĐh the outeƌ ŵeŶiŶges of the ĐeŶtƌal Ŷeƌǀous sǇsteŵ ǁas eǆposed. 
• You haǀe ĐhƌoŶiĐ Ŷasal iŶflaŵŵatioŶ ǁith ǀeƌǇ dƌǇ Ŷasal passages )ƌhiŶitis siĐĐa oƌ atƌophiĐ 

ƌhiŶitis(. 
• Do Ŷot use the pƌepaƌatioŶ iŶ ĐhildƌeŶ uŶdeƌ the age of ϭϮ Ǉeaƌs. 

SpeĐial ǁaƌŶiŶgs ƌegaƌdiŶg the use of the ŵediĐiŶe: 
Befoƌe tƌeatŵeŶt ǁith OtƌiǀiŶ MeŶthol, iŶfoƌŵ the doĐtoƌ if: 
• You haǀe high ďlood pƌessuƌe. 
• You haǀe a heaƌt disease oƌ loŶg QT sǇŶdƌoŵe. 
• You haǀe aŶ oǀeƌaĐtiǀe thǇƌoid. 
• You haǀe diaďetes. 
• You haǀe aŶ eŶlaƌged pƌostate. 
• You haǀe a ƌaƌe tuŵoƌ iŶ the adƌeŶal glaŶd that pƌoduĐes eǆĐess adƌeŶaliŶe aŶd 

ŶoƌadƌeŶaliŶe )pheoĐhƌoŵoĐǇtoŵa(. 
• If Ǉou aƌe takiŶg aŶti-depƌessaŶts, suĐh as: 

- MoŶoaŵiŶe oǆidase iŶhiďitoƌs  )MAOIs(, do Ŷot use if Ǉou aƌe ĐuƌƌeŶtlǇ takiŶg aŶǇ ŵediĐiŶe 
fƌoŵ this gƌoup oƌ if Ǉou haǀe stopped takiŶg it ǁithiŶ the past ϭϰ daǇs. 

- TƌiĐǇĐliĐ aŶd tetƌaĐǇĐliĐ aŶtidepƌessaŶts. 

As ǁith otheƌ ŵediĐiŶes foƌ ƌelief of Ŷasal ĐoŶgestioŶ, OtƌiǀiŶ MeŶthol ŵaǇ Đause sleep distuƌďaŶĐes, 
dizziŶess, tƌeŵoƌ iŶ highlǇ seŶsitiǀe patieŶts. CoŶsult ǁith Ǉouƌ doĐtoƌ if these sǇŵptoŵs ďotheƌ Ǉou. 



Do Ŷot use this ŵediĐiŶe fƌeƋueŶtlǇ oƌ foƌ ŵoƌe thaŶ ϯ ĐoŶseĐutiǀe daǇs. If sǇŵptoŵs peƌsist, 
ĐoŶsult ǁith Ǉouƌ doĐtoƌ. PƌoloŶged oƌ eǆĐessiǀe use ŵaǇ Đause ƌeĐuƌƌeŶĐe oƌ ǁoƌseŶiŶg of Ŷasal 
ĐoŶgestioŶ. 
• OtƌiǀiŶ MeŶthol is Ŷot iŶteŶded to ďe used iŶ the eǇes oƌ sǁalloǁed. 
• Do Ŷot eǆĐeed the ƌeĐoŵŵeŶded dose, espeĐiallǇ iŶ ĐhildƌeŶ aŶd the eldeƌlǇ. 

ChildƌeŶ aŶd adolesĐeŶts: 
OtƌiǀiŶ MeŶthol is Ŷot iŶteŶded foƌ ĐhildƌeŶ aŶd adolesĐeŶts uŶdeƌ the age of ϭϮ. 

Dƌug iŶteƌaĐtioŶs: 
If Ǉou aƌe takiŶg oƌ haǀe ƌeĐeŶtlǇ takeŶ otheƌ ŵediĐiŶes iŶĐludiŶg ŶoŶ-pƌesĐƌiptioŶ ŵediĐiŶes aŶd 
ŶutƌitioŶal suppleŵeŶts, tell the doĐtoƌ oƌ the phaƌŵaĐist. EspeĐiallǇ if Ǉou aƌe takiŶg 
aŶtidepƌessaŶts of the ŵoŶoaŵiŶe oǆidase iŶhiďitoƌs gƌoup oƌ the tƌiĐǇĐliĐ oƌ tetƌaĐǇĐliĐ gƌoup. 

PƌegŶaŶĐǇ, ďƌeastfeediŶg aŶd feƌtilitǇ: 
PƌegŶaŶĐǇ: 
Do Ŷot use the ŵediĐiŶe duƌiŶg pƌegŶaŶĐǇ. 

BƌeastfeediŶg: 
If Ǉou aƌe ďƌeastfeediŶg, ĐoŶsult ǁith the doĐtoƌ ďefoƌe usiŶg OtƌiǀiŶ MeŶthol. 

FeƌtilitǇ: 
Not eŶough iŶfoƌŵatioŶ is aǀailaďle ƌegaƌdiŶg the effeĐts of the ŵediĐiŶe oŶ feƌtilitǇ. SiŶĐe the 
ŵediĐiŶe is aďsoƌďed iŶto the ďodǇ iŶ sŵall aŵouŶts, aŶ effeĐt oŶ feƌtilitǇ is highlǇ uŶlikelǇ. 

IŵpoƌtaŶt iŶfoƌŵatioŶ aďout soŵe iŶgƌedieŶts of the ŵediĐiŶe: 
The ŵediĐiŶe ĐoŶtaiŶs Ϭ.Ϭϭϰ ŵg of ďeŶzalkoŶiuŵ Đhloƌide iŶ oŶe spƌaǇ, ǁhiĐh is eƋuiǀaleŶt to a 
ĐoŶĐeŶtƌatioŶ of Ϭ.ϭ ŵg peƌ ŵl. BeŶzalkoŶiuŵ Đhloƌide ŵaǇ Đause iŶtƌaŶasal iƌƌitatioŶ oƌ sǁelliŶg, 
espeĐiallǇ if the pƌepaƌatioŶ is ďeiŶg used foƌ loŶg peƌiods of tiŵe. 

ϯ. Hoǁ should Ǉou use the ŵediĐiŶe? 

CheĐk ǁith the doĐtoƌ oƌ phaƌŵaĐist if Ǉou aƌe uŶĐeƌtaiŶ aďout the dosage aŶd hoǁ to use the 
pƌepaƌatioŶ. 

The geŶeƌallǇ aĐĐepted dosage is: 
Foƌ adolesĐeŶts aďoǀe ϭϮ Ǉeaƌs of age aŶd adults: 
OŶe spƌaǇ iŶ eaĐh Ŷostƌil, ϯ tiŵes peƌ daǇ, as ŶeĐessaƌǇ. Do Ŷot eǆĐeed a dosage of ϯ spƌaǇs iŶ eaĐh 
Ŷostƌil dailǇ. 
This ŵediĐiŶe is Ŷot iŶteŶded foƌ ĐhildƌeŶ uŶdeƌ ϭϮ Ǉeaƌs of age. 
Do Ŷot sǁalloǁ. This ŵediĐiŶe is iŶteŶded foƌ eǆteƌŶal use oŶlǇ. 
It is ƌeĐoŵŵeŶded to take the last dose of the daǇ at ďedtiŵe. 
Aǀoid ĐoŶtaĐt of the pƌepaƌatioŶ ǁith the eǇes. 

Method of use: 
ϭ. Bloǁ Ǉouƌ Ŷose geŶtlǇ. 
Ϯ. Reŵoǀe the pƌoteĐtiǀe Đap. 

Do Ŷot Đut the Ŷozzle  )see figuƌe ϭ(. The ŵeteƌed-dose spƌaǇ is ƌeadǇ foƌ use. 

 

Figuƌe ϭ 



Befoƌe the fiƌst appliĐatioŶ, pƌiŵe the puŵp ďǇ puŵpiŶg ϰ tiŵes. OŶĐe pƌiŵed, the puŵp ǁill 
usuallǇ ƌeŵaiŶ Đhaƌged thƌoughout the peƌiod of ƌegulaƌ dailǇ tƌeatŵeŶt. If the spƌaǇ is Ŷot 
ejeĐted folloǁiŶg full aĐtuatioŶ of the puŵp, oƌ if the ŵediĐiŶe has Ŷot ďeeŶ used foƌ loŶgeƌ thaŶ 
ϳ daǇs, the puŵp ǁill Ŷeed to ďe ƌepƌiŵed. Pƌess the puŵp ϰ tiŵes as iŶitiallǇ peƌfoƌŵed. Be 
Đaƌeful Ŷot to spƌaǇ the ŵediĐiŶe iŶto the eǇes oƌ ŵouth. 

ϯ. Hold the ďottle iŶ aŶ upƌight positioŶ, ǁith Ǉouƌ thuŵď uŶdeƌ its ďase aŶd the Ŷozzle ďetǁeeŶ 
tǁo fiŶgeƌs. 

ϰ. Tilt Ǉouƌ head slightlǇ foƌǁaƌd aŶd iŶseƌt the Ŷozzle iŶto the Ŷostƌil. 
ϱ. SpƌaǇ ǁhile ďƌeathiŶg aŶd geŶtlǇ iŶhale thƌough Ǉouƌ Ŷose. 
ϲ. Repeat this pƌoĐeduƌe iŶ the otheƌ Ŷostƌil. 
ϳ. CleaŶ aŶd dƌǇ the Ŷozzle ďefoƌe ƌeplaĐiŶg the pƌoteĐtiǀe Đap iŵŵediatelǇ afteƌ use. 

IŶ oƌdeƌ to aǀoid spƌeadiŶg the iŶfeĐtioŶ, this paĐk should Ŷot ďe used ďǇ ŵoƌe thaŶ oŶe peƌsoŶ. 

Do Ŷot eǆĐeed the ƌeĐoŵŵeŶded dose. 
DuƌatioŶ of tƌeatŵeŶt 
Do Ŷot use the ŵediĐiŶe foƌ ŵoƌe thaŶ ϯ ĐoŶseĐutiǀe daǇs. If the sǇŵptoŵs peƌsist, ĐoŶsult ǁith the 
doĐtoƌ. 

If Ǉou took aŶ oǀeƌdose oƌ if a Đhild aĐĐideŶtallǇ sǁalloǁed this ŵediĐiŶe, go to the doĐtoƌ oƌ the 
eŵeƌgeŶĐǇ ƌooŵ of a hospital iŵŵediatelǇ aŶd take the paĐkage of the ŵediĐiŶe ǁith Ǉou. 

If Ǉou haǀe foƌgotteŶ to take this ŵediĐiŶe at the ƌeƋuiƌed tiŵe, do Ŷot take a douďle dose. 
Do Ŷot take ŵediĐiŶes iŶ the daƌk! CheĐk the laďel aŶd the dose eǀeƌǇ tiŵe Ǉou take the ŵediĐiŶe. 
Weaƌ glasses if Ǉou Ŷeed theŵ. 

If Ǉou haǀe aŶǇ otheƌ ƋuestioŶs ƌegaƌdiŶg use of the ŵediĐiŶe, ĐoŶsult the doĐtoƌ oƌ the phaƌŵaĐist. 

ϰ. Side effeĐts 

As ǁith aŶǇ ŵediĐiŶe, usiŶg OtƌiǀiŶ MeŶthol ŵaǇ Đause side effeĐts iŶ soŵe useƌs. Do Ŷot ďe 
alaƌŵed ǁheŶ ƌeadiŶg the list of side effeĐts. You ŵaǇ Ŷot eǆpeƌieŶĐe aŶǇ of theŵ. 

Stop usiŶg the ŵediĐiŶe aŶd ƌefeƌ to a doĐtoƌ iŵŵediatelǇ if Ǉou feel aŶǇ of the folloǁiŶg side 
effeĐts, ǁhiĐh ŵaǇ iŶdiĐate aŶ alleƌgiĐ ƌeaĐtioŶ: 
• DiffiĐultǇ ďƌeathiŶg oƌ sǁalloǁiŶg. 
• SǁelliŶg of the faĐe, lips, toŶgue oƌ thƌoat. 
• Seǀeƌe skiŶ itĐh aĐĐoŵpaŶied ďǇ a ƌed ƌash oƌ skiŶ ďuŵps. 

AdditioŶal side effeĐts: 
CoŵŵoŶ side effeĐts - side effeĐts that oĐĐuƌ iŶ ϭ-ϭϬ out of ϭϬϬ useƌs: 
DƌǇŶess oƌ iƌƌitatioŶ iŶ the Ŷasal ŵuĐosa, Ŷausea, headaĐhes, loĐal ďuƌŶiŶg seŶsatioŶ. 

UŶĐoŵŵoŶ side effeĐts - side effeĐts that oĐĐuƌ iŶ ϭ-ϭϬ out of ϭ,ϬϬϬ useƌs: 
Noseďleed 

VeƌǇ ƌaƌe side effeĐts - side effeĐts that oĐĐuƌ iŶ less thaŶ oŶe out of ϭϬ,ϬϬϬ useƌs: 
AlleƌgiĐ ƌeaĐtioŶs )skiŶ ƌash, itĐh(, ďluƌƌǇ ǀisioŶ, ƌapid oƌ iƌƌegulaƌ heaƌt ƌate, ƌespiƌatoƌǇ aƌƌest iŶ 
ĐhildƌeŶ aŶd iŶfaŶts. 

If a side effeĐt oĐĐuƌs, if oŶe of the side effeĐts ǁoƌseŶs, oƌ if Ǉou suffeƌ fƌoŵ a side effeĐt Ŷot 
ŵeŶtioŶed iŶ this leaflet, ĐoŶsult Ǉouƌ doĐtoƌ. 

Side effeĐts ŵaǇ ďe ƌepoƌted to the MiŶistƌǇ of Health ďǇ ĐliĐkiŶg oŶ the liŶk ͞Repoƌt side effeĐts due 
to ŵediĐiŶal tƌeatŵeŶt͟ fouŶd oŶ the MiŶistƌǇ of Health ǁeďsite hoŵepage )ǁǁǁ.health.goǀ.il(, 
ǁhiĐh ǁill diƌeĐt Ǉou to the oŶliŶe foƌŵ foƌ ƌepoƌtiŶg side effeĐts, oƌ ďǇ ĐliĐkiŶg oŶ the folloǁiŶg liŶk: 
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https://sideeffeĐts.health.goǀ.il 

ϱ. Hoǁ to stoƌe the ŵediĐiŶe? 

• Aǀoid poisoŶiŶg! This ŵediĐiŶe aŶd aŶǇ otheƌ ŵediĐiŶe ŵust ďe kept iŶ a Đlosed plaĐe out of the 
ƌeaĐh aŶd sight of ĐhildƌeŶ aŶd/oƌ iŶfaŶts to aǀoid poisoŶiŶg. Do Ŷot iŶduĐe ǀoŵitiŶg ǁithout aŶ 
eǆpliĐit iŶstƌuĐtioŶ fƌoŵ the doĐtoƌ. 

• Do Ŷot use the ŵediĐiŶe afteƌ the eǆpiƌǇ date )eǆp. date( appeaƌiŶg oŶ the paĐkage. The eǆpiƌǇ 
date ƌefeƌs to the last daǇ of that ŵoŶth. 

• Stoƌage ĐoŶditioŶs: stoƌe ďeloǁ Ϯϱ°C. 

ϲ. AdditioŶal iŶfoƌŵatioŶ 

• IŶ additioŶ to the aĐtiǀe iŶgƌedieŶt, the ŵediĐiŶe also ĐoŶtaiŶs: 
Soƌďitol, Sodiuŵ Chloƌide, Disodiuŵ phosphate dodeĐahǇdƌate, Castoƌ Oil PolǇoǆǇl hǇdƌogeŶated, 
Sodiuŵ DihǇdƌogeŶ Phosphate dihǇdƌate, Disodiuŵ Edetate, LeǀoŵeŶthol, CiŶeol, BeŶzalkoŶiuŵ 
Chloƌide, Puƌified ǁateƌ. 
What does the ŵediĐiŶe look like aŶd ǁhat aƌe the ĐoŶteŶts of the paĐkage: 
OtƌiǀiŶ MeŶthol is a ǁhite solutioŶ ǁith ŵeŶthol aŶd euĐalǇptus sĐeŶt iŶ a ďottle ǁhiĐh ƌeleases a 
ŵeteƌed dose of the pƌoduĐt. The ďottle ĐoŶtaiŶs ϭϬ ŵl. 
• MaƌketiŶg authoƌizatioŶ holdeƌ aŶd addƌess: GSK CoŶsuŵeƌ HealthĐaƌe Isƌael Ltd., P.O. Boǆ ϯϮϱϲ, 

Petah Tikǀa. 
• Naŵe aŶd addƌess of the ŵaŶufaĐtuƌeƌ: GSK CoŶsuŵeƌ HealthĐaƌe SǁitzeƌlaŶd AG, SǁitzeƌlaŶd, 

ϲϯϰϯ RisĐh, SǁitzeƌlaŶd. 

Reǀised iŶ JaŶuaƌǇ ϮϬϮϮ iŶ aĐĐoƌdaŶĐe ǁith the MiŶistƌǇ of Health guideliŶes. 

RegistƌatioŶ Ŷuŵďeƌ of the ŵediĐiŶe iŶ the ŶatioŶal dƌug ƌegistƌǇ of the MiŶistƌǇ of Health: 
ϭϬϴϴϵϮϵϭϬϴ 

Tƌadeŵaƌks aƌe oǁŶed ďǇ oƌ liĐeŶsed to the GSK gƌoup of ĐoŵpaŶies. ©ϮϬϮϮ GSK gƌoup of 
ĐoŵpaŶies oƌ its liĐeŶsoƌ. 

OtƌMth PT ǀϭ.Ϯ 
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