
 

 

Composition:-  

-Each film coated tablet of Golden – tab 20®  contains: 

Tadalafil  20 mg. 

-Each film coated tablet of Golden – tab 10®  contains: 

Tadalafil  10 mg. 
 

Indications:- 
  

- Treatment of erectile dysfunction . 
 

 Dosage and administration:- 
 

* Use in adult men :- 

- The recommended dose of Golden - Tab® is 10mg taken 

prior to anticipated sexual activity and without regard to food.  

- In those patients whom Tadalafil 10mg does not produce an 

adequate effect, 20 mg  might be tried . 

- Efficacy of  Tadalafil may persist up to 24 hours post dose -

The maximum   recommended dosing frequency is once per 

day. 

* Use in elderly men :- 

- Dosage adjustment is not required in elderly patients. 

- Dosage recommendations described in use in adult men 

apply to elderly men. 

- Dosage adjustments are not required in patients with 

mild or moderate renal impairment, hepatic impairment 

and diabetes . 

- Golden - Tab® should not be used in individuals below 

18 years of age. 
 

Contraindications:- 
 
 

- Golden - Tab® is contraindicated in anyone taking 

organic nitrates as it may potentiate their hypotensive 

effects. 

- Hypersensitivity to Tadalafil.  

- Moderate heart failure . 

- Uncontrolled arrhythmias. 

- Uncontrolled hypertension. 

- Unstable angina . 

- Recent stroke . 

- In patient whom vasodilation or sexual activity are 

inadvisable or in patient with a previous history of non-

arteritic anterior ischaemic optic neuropathy. 
 

Side effects:- 
  

- The most common side effects are headache and 

indigestion. 

- Less commonly reported side effects are back pain, 

muscle aches, flushing and nasal congestion.  

- Dyspepsia, nausea, vomiting, dizziness, visual disturbances. 

- Abdominal pain , increased sweating and transient amnesia. 

- Other side effects include : syncope , hypertensivity reaction 

and priapism .   
 

Precautions: - 
 

* Golden - Tab® should be used with caution in: 

- Patients with severe cardiovascular disease, renal 

insufficiency or hepatic insufficiency . 

- Left ventricular out flow obstruction .  

- Patients with conditions that might predispose them to 

priapism (such as sickle cell anaemia, multiple myeloma or 

leukemia) . 

- Patients with  anatomical deformation of the penis. 

- Golden - Tab® contains lactose and may be unsuitable 

for patients with lactose intolerance , galactosemia , or 

glucosemia, or glucose or galactose malabsorption. 
 

Over dose:- 
 

- In cases of overdose, standard supportive measures 

should be adopted , as required. Haemodialysis 

contributes negligibly to Tadalafil elimination. 
 

 

 

 

 

 

THIS IS A MEDICAMENT 
 

- Medicament is a product which affects your  

health, and its consumption contrary to 

instructions is dangerous for you.  

- Follow strictly the doctor’s prescription, the 

method of use  and the instructions of  

pharmacist who sold the  medicament . 

- The doctor and the pharmacist are experts 

in medicine, its benefits and risks.   

- Do not by yourself interrupt the period of  

treatment prescribed for you. 

- Do not repeat the same prescription without  

consultation your  doctor. 

- Keep medicament out of reach of children. 
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Drug Interactions:-  
 

- Tadalafil is principally metabolized by CY3A4. 

- Ketoconazole increased Tadalafil AUC .  

- Rifampicin  reduced Tadalafil AUC. 

- Concomitant treatment with an alpha-blocker can increase 

the risk of postural hypotension . 

- Simultaneous administration of antacid (magnesium 

hydroxide, aluminum hydroxide) and Tadalafil  reduced 

the apparent rate of absorption of Tadalafil without altering 

exposure (AUC) to Tadalafil. 
 

Pregnancy and lactation:- 
 

Golden - Tab® is not indicated for use in women 
 

Properties:- 
 

Pharmacokinetic Properties:- 

The maximum plasma concentration (C max) of  Tadalafil 

is achieved at a median time of 2 hours after dosing. 

Golden-Tab®  may be taken with or without food. 

- Tadalafil is distributed into tissues, and at the therapeutic 

concentrations 94% of Tadalafil in plasma is bound to 

proteins. Protein binding is not affected by impaired renal 

function. 

- Less than 0.0005% of the administered dose appeared in 

the semen of healthy subjects. 

Tadalafil is predominantly metabolizd by the cytochrome 

P450(CY3A4) isoform. 

The mean oral clearance of Tadalafil 2.5L/hr and the mean 

half life is 17.5hr in healthy subjects. 

Tadalafil is excreted predominantly as  inactive 

metabolites, mainly in the faeces and to lesser extent in the 

urine (approximately 36% of the dose). 

Pharmacodynamic properties:-  

 Tadalafil is a potent, selective, reversible inhibitor of 

cyclic guanosine monophosphate (cGMP) specific 

phosphodisterase Type 5 (PDE5). 

When sexual stimulation causes the local release of nitric 

oxide, inhibition of PDE5 by Tadalafil , it produces 

increased levels of cGMP in the corpus cavernosum. This 

result in smooth muscle relaxation and inflow of blood into 

the penile tissues, thereby producing an erection. Tadalafil 

has no effect in the absence of sexual stimulation. 

Tadalafil has no significant change in blood pressure and 

heart rate. 

There are no clinically relevant effects on sperm 

concentration, sperm count, motility or morphology after 

daily doses of 10mg and 20mg for 6month. 
 

Packaging:- 
 

Blister of 2 tablets, packing of 2 blisters. 
 

Storage:- 
 

- Store in a dry place at a temperature below 30o C . 
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 -انتركية : 
 

 ٠سرٛٞ ػٍٝ:  02 تاب -جونذن* وً لشص ِغٍف ِٓ 

 ِدُ .02 ذادالاف١ً    

 ػٍٝ:٠سرٛٞ  02 تاب -جونذن* وً لشص ِغٍف ِٓ 

 ِدُ .02ذادالاف١ً    

 -دواعي الاستعمال :
 

فٟ ػلاج لصٛس الأرصاب   تاب -جونذنذغرخذَ ألشاص 

 أثٕاء الإثاسج اٌدٕغ١ح .
 

 -انجرعت والاستخذاو:
 

 * الاستعمال نهبانغيه مه انرجال:

ِدُ لثً إٌشاغ 01تاب  -جونذناٌدشػح اٌّٛصٝ تٙا ِٓ  -

 .اٌدٕغٟ اٌّرٛلغ ٚتذْٚ اػرثاس ٌٍطؼاَ

ِدُ، ٠ٚغرّش 02إرا ٌُ ٠سذز الأثش اٌىافٟ ٠ٛصٝ تاعرخذاَ  -

 عاػح تؼذ ذٕاٌٚٗ. 02ٌّذج ذصً إٌٝ   تاب -جونذنِفؼٛي 

 * الاستعمال نكبار انسه مه انرجال:

  .لا ٠ٍضَ ذؼذ٠ً اٌدشػح تإٌغثح ٌٍّشظٝ ِٓ وثاس اٌغٓ -

لا ٠ٍضَ ذؼذ٠ً اٌدشػح تإٌغثح ٌٍّشظٝ اٌز٠ٓ ٠ؼأْٛ ِٓ  -

اٌىٍٛٞ اٌثغ١ػ ٚاٌّرٛعػ ، ٚاٌمصٛس اٌىثذٞ اٌخف١ف اٌمصٛس 

 إٌٝ اٌّرٛعػ ٚاٌّشظٝ اٌز٠ٓ ٠ؼأْٛ ِٓ ِشض اٌغىشٞ.

ٌلأفشاد اٌز٠ٓ ٠مً ػّشُ٘   تاب –جونذن٠دة ػذَ اعرؼّاي  -

 ػاِاً. 01ػٓ 
 

 -مواوع الاستعمال :
 

فٟ اٌّشظٝ اٌّرؼاغ١ٓ ٌٍٕرشاخ   تاب -جونذن٠ّٕغ اعرؼّاي  -

 ٠ذ ِٓ ذأث١شٖ اٌخافط ٌعغػ اٌذَ.اٌؼع٠ٛح لأٔٗ لذ ٠ض

 ٌٍرادالاف١ً.اٌسغاع١ح اٌّفشغح  -

 فشً اٌمٍة . -

 ػذَ أرظاَ ظشتاخ اٌمٍة غ١ش اٌّرسىُ تٗ . -

 اسذفاع ظغػ اٌذَ غ١ش اٌّرسىُ تٗ . -

 اٌزتسح غ١ش اٌّغرمشج . -

 اٌغىرح اٌذِاغ١ح . -

فٟ اٌّشظٝ اٌز٠ٓ لا ٠ٕصر ٌُٙ تإٌشاغ اٌدٕغٟ ٚذٛع١غ  -

ح أٚ اٌّشظٝ اٌز٠ٓ ٌذ٠ُٙ ذاس٠خ ِغثك ٌلإصاتح تّشض الأٚػ١

 اػرلاي اٌؼصة اٌثصشٞ غ١ش اٌّرؼٍك تاٌشش٠اْ الأِاِٟ.
 

 -الأعراض انجاوبيت :
 

ا٢ثاس اٌغٍث١ح الأوثش ش١ٛػاً ذرّثً فٟ اٌصذاع ٚػغش اٌٙعُ  -

أِا ا٢ثاس اٌغٍث١ح الألً ش١ٛػاً اٌّثٍغ ػٕٙا ذرّثً فٟ أٌُ اٌظٙش 

 زّشاس اٌدٍذ ٚازرماْ الأٔف .ٚٚخغ اٌؼعلاخ ٚا

غث١اْ ، لٟء ، ٔؼاط ، اظطشاب فٟ إٌظش، أٌُ فٟ اٌثطٓ ،  -

 ص٠ادج اٌرؼشق ، فمذاْ ِؤلد فٟ اٌزاوشج .

الأػشاض اٌدأث١ح الأخشٜ ذشًّ: الإغّاء،اٌسغاع١ح 

 اٌّفشغح، اٌثشا٠ات١ضَ )اٌمغاذ( .
 

 -الاحتياطاث :
 

 اٌرا١ٌح:ـ تسزس فٟ اٌسالاخ  تاب -جونذن٠دة اعرخذاَ 

اٌّشظٝ اٌز٠ٓ ٠ؼأْٛ ِٓ ِشض لٍثٟ ٚػائٟ شذ٠ذ, لصٛس  -

 وٍٛٞ أٚ لصٛس وثذٞ.

 فٟ اٌّشظٝ اٌز٠ٓ ٠ؼأْٛ ِٓ أغذاد فٟ اٌثط١ٓ الأ٠غش . -

اٌّشظٝ اٌز٠ٓ ٠ؼأْٛ ِٓ زالاخ لذ ذغثة ٌُٙ اٌثشا٠ات١ضَ  -

 )ِثً : فمش اٌذَ تغثة اٌخلا٠ا إٌّد١ٍح أٚ ِشض ٌٛو١ّ١ا( .

 ٌز٠ٓ ٠ؼأْٛ ِٓ ذشٖٛ ذشش٠سٟ فٟ اٌمع١ة .اٌّشظٝ ا -

٠سرٛٞ ػٍٝ لاورٛص ٚ٘ٛ غ١ش ِٕاعة   تاب -جونذن -

ٌٍّشظٝ اٌز٠ٓ ١ٌظ ٌذ٠ُٙ اٌمذسج ػٍٝ ذسًّ اٌلاورٛص ، أٚ 

اٌز٠ٓ ٌذ٠ُٙ خلاورٛص١ّ٠ا أٚ خٍٛوٛص٠ّا) ٚخٛد اٌدٍٛوٛص 

ٚاٌدلاورٛص فٟ اٌذَ( ، أٚ اٌّشظٝ اٌز٠ٓ ٌذ٠ُٙ ظؼف فٟ 

 ٚ اٌدلاورٛص . اِرصاص اٌدٍىٛص أ
 

 فرط انجرعت:
 

فٟ زالاخ فشغ اٌدشػح ، ٠ٕثغٟ اػرّاد ذذات١ش ل١اع١ح داػّح  -

زغة اٌساخح. وّا ٠غُٙ اٌغغ١ً اٌذِٛٞ تصٛسج غف١فح فٟ 

 غشذ اٌرادلاف١ً ِٓ اٌذَ .
 

 

 

 -انتفاعلاث انذوائيت:
 

 .(            )٠رُ أ٠ط اٌرادالاف١ً أعاعاً ػٓ غش٠ك  -

 اٌى١رٛوٛٔاصٚي ٠ؼًّ ػٍٝ ص٠ادج اٌرشو١ض اٌٛعطٟ ٌؼماس اٌرادالاف١ً.  -

 ًّ ػٍٝ ذم١ًٍ اٌرشو١ض اٌٛعطٟ ٌؼماس اٌرادالاف١ً. اٌش٠فاِثغ١ٓ ٠ؼ -

اٌفا ٠ض٠ذ ِٓ ِخاغشج أخفاض ظغػ اٌذَ زاصشاخ اعرخذاِٗ ِغ  -

 اٌّٛظؼٟ .

وّا أْ إػطاء ِعاد اٌسّٛظح )ِاغٕض٠َٛ ٘ا٠ذسٚوغا٠ذ، أ١ٌَّٔٛٛ  -

٘ا٠ذسٚوغا٠ذ( ٚػماس ذادالاف١ً فٟ ٔفظ اٌٛلد لًٍ ِٓ ِؼذي 

لاف١ً تذْٚ اٌرأث١ش ػٍٝ ِذٜ الاِرصاص اٌظا٘شٞ ٌؼماس ذادا

 الاِرصاص )اٌرشو١ض اٌٛعطٟ( ٌؼماس اٌرادالاف١ً .
 

 -انحمم والإرظاع:
 

 لا ٠غرؼًّ ٌٍٕغاء .  تاب –جونذن  -
 

 -انخصائص:
 

٠صً اٌرادالاف١ً إٌٝ رسٚج اٌرشو١ض فٟ اٌثلاصِا خلاي عاػر١ٓ تؼذ  -

 ذٕاٚي اٌدشػح.

 ْٚ غؼاَ . ٠ّىٓ أْ ٠رُ ذٕاٌٚٗ ِغ أٚ تذ  تاب –جونذن  

% ٠42رٛصع اٌرادالاف١ً فٟ الأٔغدح ، ٚػٕذ اٌرشو١ض اٌؼلاخٟ فئْ  -

ِٓ اٌرادالاف١ً فٟ اٌثلاصِا ٠شذثػ تاٌثشٚذ١ٕاخ ٚلا٠رأثش الاسذثاغ 

 تاٌثشٚذ١ٓ تمصٛس ٚظ١فح اٌىٍٟ .

% ِٓ اٌدشػح اٌّؼطاج ِٓ اٌرادالاف١ً ذظٙش فٟ 2,2220ألً ِٓ  -

 ِٕٟ الأفشاد الأصساء .

اٌرادالاف١ً تصٛسج شاٍِح تٛاعطح الأشىاي إٌظ١شج ٠رُ أ٠ط  -

 (         .ٌٍغا٠رٛوشَٚ )             

ٌرش/  0,0ِرٛعػ اٌرصش٠ف ٌؼماس اٌرادالاف١ً اٌّؼطٟ ف٠ّٛا ٘ٛ -

 عاػح ٌذٜ الأفشاد الأصساء . 0,,0عاػح ِٚرٛعػ ٔصف اٌؼّش ٘ٛ 

ش ٠رُ إخشاج اٌرادالاف١ً تصٛسج سئ١غ١ح فٟ شىً ٔٛاذح أ٠ط غ١ -

 % ِٓ اٌدشػح(.63ٔشطٗ فٟ اٌثشاص  ٚتّمذاس ألً فٟ اٌثٛي )زٛاٌٟ 
 

 -انتأثير انذوائي/طريقت انمفعول:
 

٠ؼرثش ذادالاف١ً ِثثطاً ل٠ٛاً ٚإٔرمائ١اً ٌٕٛع ِسذد ِٓ دا٠غرشاص  -

اٌفٛعفٛس ٔٛع )      ( اٌرٟ ذؼًّ ػٍٝ ذم١ًٍ ػٕصش اٌدٛأٛع١ٓ 

ة الإثاسج اٌدٕغ١ح ( ػٕذِا ذغثcGMPاٌسٍمٟ أزادٞ اٌفٛعفٛس )

الإغلاق اٌّٛظؼٟ لأٚوغ١ذ إٌرش٠ه فئْ ذثث١ػ )       ( تٛاعطح 

( فٟ اٌدغُ اٌىٙفٝ cGMPذادالاف١ً ٠ٕرح ِغر٠ٛاخ ِرضا٠ذج ِٓ )

ٚ٘زا ٠ؤدٞ إٌٝ اسذخاء اٌؼعلاخ اٌٍّغاء ٚذذفك اٌذَ إٌٟ أٔغدح 

اٌمع١ة ِٚٓ ثُ ٠ؤدٞ إٌٟ الأرصاب ، ١ٌٚظ ٌؼماس ذادالاف١ً أٞ أثش 

 غ١اب الإثاسج اٌدٕغ١ح. فٟ

 .ٌُ ٠سذز اٌرادالاف١ً ذغ١ش فٟ ظغػ اٌذَ ٚٔثعاخ اٌمٍة  -

ٌُ ذىٓ ٕ٘ان أٞ آثاس راخ صٍح ِٓ إٌاز١ح الإو١ٕ١ٍى١ح ػٍٝ ذشو١ض  -

اٌخلا٠ا ا٠ٌّٕٛح أٚ ػذد٘ا أٚ زشورٙا أٚ ذى٠ٕٛٙا تؼذ اٌدشػاخ ا١ِٛ١ٌح 

 ِدُ ٌّذج عرح أشٙش. 02ِدُ 02ٚتّمذاس 
 

 -انعبوة:
 

       تاب -جونذن 

 ) شش٠ػ تٗ  لشص١ٓ ـ تاود ٠سرٛٞ ػٍٝ شش٠ط١ٓ( .
 

 -انتخزيه:
 

 َ ٠62oسفع اٌذٚاء فٟ ِىاْ خاف ػٕذ دسخح زشاسج لا ذرداٚص 

 

 

 

 

 

 

  

 

 
َ 

 تعهيماث نهمريط       
 

 اٌذٚاء ِغرسعش ٠ؤثش ػٍٝ صسره ٚاعرٙلاوٗ خلافاً       -

 ٌٍرؼ١ٍّاخ ٠ؼشظه ٌٍخطش .   

 ٠مح الاعرؼّاي إٌّصٛصاذثغ تذلح ٚصفح اٌطث١ة ٚغش -

 ػ١ٍٙا ٚذؼ١ٍّاخ اٌص١ذلأٟ اٌزٞ صشفٙا . 

 إْ اٌطث١ة ٚاٌص١ذلأٟ ّ٘ا اٌخث١شاْ تاٌذٚاء ٚتٕفؼٗ  -                    

 ٚظشٖ .                       

 لا ذمطغ ِذج اٌؼلاج اٌّسذد ٌه ِٓ ذٍماء ٔفغه . -                    

 ىشس صشف اٌذٚاء تذْٚ ٚصفٗ غث١ح .لا ذ -                    

 .ازفع اٌذٚاء تؼ١ذاً ػٓ ِرٕاٚي الأغفاي
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