
        

 

  

 

 انتركية : 

زاكتىنأِٓ  ِغٍف لوص وً -
    

 ٠ؾزٛٞ ػٍٝ:  05 

 ؽجمبً ٌلٍزٛه الأك٠ٚخ الأِو٠ىٟ(. ِغُ ) 05ٍجب٠وٚٔٛلاوزْٛ  

 ٠ؾزٛٞ ػٍٝ:  50   زاكتىنأِٓ  ِغٍف وً لوص -

 .ؽجمبً ٌلٍزٛه الأك٠ٚخ الأِو٠ىٟ( )ِغُ  50  ٍجب٠وٚٔٛلاوزْٛ

 انمجمىعح انعلاجيح:

 ِضجؾ الاٌل٠َزوْٚ.

 : الاستعمالدواعي 

 فٟ ػلاط:  زاكتىنأ٠َزقلَ 

 .ؽزمبٟٔالإ مٍتاٌلظٛه -

  .ر١ٍف اٌىجلػٕل  ٍزَمبءٚالإاٌٛمِخ  -

 ٍزَمبء اٌقج١ش.الإ -

 .٠خٛاٌّزلاىِخ اٌىٍ -

 .وْٛ( )ِزلاىِخ ٟاٌّجلئرشق١ض ِٚؼبٌغخ فوؽ الأٌلٍٚز١وْٚ  -

 انجرعح وغريقح الاستعمال :

زاكتىنلأػز١بك٠خ اٌغوػخ الإ :تهيف انكثذ ستسقاء عىذ والإانىرمح  -
   

ِغُ  055-055 :ٟ٘

 .(٠ّىٓ رؼل٠ٍٙب ؽَت الاٍزغبثخ)، ِوح ١ِٛ٠بً 

، ٠ّىٓ ى٠بكح ِغُ ١ِٛ٠بً 555-055: ٟ٘  زاكتىنلأ ثزلائ١خالإاٌغوػخ  انخثيث: ستسقاءالإ -

 .(٠ّىٓ رؼل٠ً اٌغوػخ ؽَت الاٍزغبثخػٕل اٌؼوٚهح ) ِغُ ١ِٛ٠بً  055 ٝاٌغوػخ إٌ

زاكتىنلأػز١بك٠خ اٌغوػخ الإ يح:ىانكهانمتلازمح  -
  

 ِغُ ِوح ١ِٛ٠بً. 055-555ٟ٘ 

زاكتىنلأثزلائ١خ : اٌغوػخ الإحتقاويانىرمح في قصىر انقهة الإ -
 

اٌّلٜ ِٓ ) ِغُ 055ٟ٘  

)٠ّىٓ رؼل٠ً اٌغوػخ  .ح عوػبدػل ٝ، ِوح ١ِٛ٠بً وغوػخ ٚاؽلح أٚ ِمَّخ إٌ ِغُ( 50-555

 ٍزغبثخ(.ؽَت الإ

 ٠ّىٓ أْ ٚ ِغُ ِوح ٚاؽلح ١ِٛ٠بً  50اٌغوػخ اٌّؼزبكح ٟ٘  :انحاد وانمتىسػقصىر انقهة  -

ٚؽبطواد  ACE ـرمًٍ ِٓ الأػواع ٚاٌٛف١بد فٟ اٌّوػٝ اٌن٠ٓ ٠زٕبٌْٚٛ ثبٌفؼً ِضجؾ اٌ

 .ث١زب

وئعواء اٌزشق١ض الأٌٟٚ ٌزٛف١و الأكٌخ   زاكتىنأ َزقل٠َلل  :تتذائيفرغ الأنذوستيرون الإ  -

 .ثزلائٟ ػٕل اٌّوػٝ اٌن٠ٓ ُ٘ ػٍٝ ؽ١ّخ ؽج١ؼ١خالأٌلٍٚز١وْٚ الإ فزواػ١خ ِٓ فوؽالإ

 :كثار انسه

ِٚؼب٠ورٗ طؼٛكا وّب ٘ٛ ِطٍٛة ؽزٝ رؾم١ك  ِٓ اٌَّزؾَٓ أْ ٠زُ ثلء اٌؼلاط ِغ ألً عوػخ

اٌلٚاء  أ٠غ لل ٠غ١و اٌؾبك اٌنٞ ٜاٌىٍٛٚ ٜاٌمظٛه اٌىجل ٠ٕجغٟ رٛفٟ اٌؾنه ِغ. ألظٝ فبئلح

 ٚإفواعٗ.
  :الأغفال

ِٓ ٍج١وٚٔٛلاوزْٛ ٌىً و١ٍٛغواَ ِٓ ٚىْ  ِغُ ٠3ٕجغٟ أْ رٛفو اٌغوػخ ا١ِٛ١ٌخ الأ١ٌٚخ 

 .اٌغَُ، رؼطٝ فٟ عوػبد ِمَّخ

 مىاوع الاستعمال :

 اٌن٠ٓ ٌل٠ُٙ: ٍّوػٌٝ  زاكتىنأاٍزقلاَ  ٠ّٕغ

 أٚاٌّىٛٔبد اٌّؼبفخ.اٌؾَب١ٍخ ِٓ ٍجب٠وٚٔٛلاوزْٛ  -

 .ؾبكاٌ ٜىٍٛاٌمظٛه اٌ -

 . اٌلَٚ اٌظٛك٠َٛ فٟ  جٛرب١ٍَٛاٌ فوؽ -

 فٟ اٌلَ.فوؽ اٌجٛرب١ٍَٛ ثِوع أك٠َْٛ أٚ غ١وٖ ِٓ اٌظوٚف اٌّورجطخ  -

 .أٚ غ١و٘ب ِٓ ِلهاد اٌجٛرب١ٍَٛ فٟ اٌجٛي ػلاط إث١ٍو٠ْٕٛ -

 الأعراض انجاوثيح:

 ٟ٘: زاكتىنلأالأػواع اٌغبٔج١خ 

، ٚهَ اٌضلٞ هرجبن، كٚفخإ، رٛػه، ٜػطواة اٌغٙبى اٌٙؼّٟ، ٔؼبً، طلاع، رَُّ وجلإ -

 ١ٌٓ اٌؼظبَ، اٌقّٛي،  إػطواثبد اٌلٚهح اٌشٙو٠خ،اٌؼغي اٌغَٕٟ، اٌزضلٞ، ، اٌؾ١ّل

 .ػطواثبد اٌلَ، فوؽ ثٛرب١ٍَٛ اٌلَ، ٔمض طٛك٠َٛ اٌلَ ٚاٌطفؼ اٌغٍلٞإ

 حتياغاخ:الإ

زاكتىنأثّب أْ  -
  

 ِٓ ِلهاد اٌجٛي اٌؾبفظخ ٌٍجٛرب١ٍَٛ فئٔٗ لا ٠ٕظؼ ثزؼبؽٟ أك٠ٚخ ؽب٠ٚخ

 ػٍٝ اٌجٛرب١ٍَٛ أٚ أ٠خ ػٕبطو أفوٜ ؽبفظخ ٌٍجٛرب١ٍَٛ ثّب ف١ٙب الأؽؼّخ اٌؾب٠ٚخ ػٍٝ 

 . َِز٠ٛبد ػب١ٌخ ِٓ اٌجٛرب١ٍَٛ فٟ ٔفٌ اٌٛلذ ؽ١ش ٠ّىٓ أْ ٠َجت مٌه فوؽ ثٛرب١ٍَٛ اٌلَ

 .ٜثؾنه ٌّوػٝ اٌمظٛه اٌىجل  زاكتىنأ ٠ؼطٝ -

 فرغ انجرعح:

 ٚالإٍٙبي. اٌلٚاه ،اٌزم١ؤ ،ٔؼبً، إهرجبن ػمٍٟ، اٌغض١بْ ٠زّضً فٟ اٌؾبك فوؽ اٌغوػخ -

 ؽلٚس ٔمض طٛك٠َٛ اٌلَ أٚ فوؽ ثٛرب١ٍَٛ اٌلَ ٌٚىٓ ِٓ غ١واٌّؾزًّ ؽلٚصٙب ِغ اٌي٠بكح  -

 اٌؾبكح فٟ اٌغوػخ.

شًٍ هفٛٞ أٚ رمٍض ػؼٍٟ ِٚٓ  ػؼف، ثٛرب١ٍَٛ اٌلَ وزًّٕ، ى٠بكحرظٙو أػواع  -

 .ثٛرب١ٍَٛ اٌل١َي ٍو٠و٠بً ِٓ ٔمض اٌظؼت أْ ٠ّ

، ِٚٓ اٌّّىٓ أْ ٠ؾلس ػطواة اٌجٛرب١ٍَٛإاٌزغ١واد فٟ رقط١ؾ اٌمٍت ٟ٘ أٚي ػلاِبد  -

 اٌزؾَٓ ثؼل اٌزٛلف ػٓ رٕبٚي اٌلٚاء.

 ٚالإٌىزو١ٌٚزبد.اٌَٛائً  رؼ٠ٛغ: اٌلاػّخ رزّضً فٟ الإعواءاد -

  ٌٍجٛرب١ٍَٛ، حِفوىأفن ِلهاد  رم١ًٍ أفن اٌجٛرب١ٍَٛ،٠غت  ثٛرب١ٍَٛ اٌلَ، ي٠بكحٌ ثبٌَٕجخ -

 . ثبٌف١ٌُٓ ِٕزظُ أٚ هارٕغبد اٌزجبكي الأ٠ٟٛٔ َٛٔأِغ  عٍىٛى ٚه٠لٞٚ

 انتفاعلاخ انذوائيح: 

 ػٍٝ ِغ اٌّلهاد اٌؾبفظخ ٌٍجٛرب١ٍَٛ أٚ الأك٠ٚخ اٌزٟ رؾزٛٞ  زاكتىنأ ٠ٝغت ألا ٠ؼط -

 . ثٛرب١ٍَٛ

هرفبع اٌؼغؾ اٌشو٠بٟٔ ِٓ فؼب١ٌخ اٌّلهاد ِٚقزٍف اٌّووجبد اٌّؼبكح لإ زاكتىنأ٠ي٠ل  -

 ِؼٙب.  زاكتىنأٚثبٌزبٌٟ ٠غت إٔمبص عوػزٙب ػٕل اٍزقلاَ 

زاكتىنلأ يآِالاٍزقلاَ اٌّز -
  

 ٠ّىٓ أْ ٠زوافك ٔغ١ٛر١ٌَٕٓلأِغ ِضجطبد الإٔي٠ُ اٌّؾٛي 

 .١َٛ فٟ اٌلَهرفبع شل٠ل فٟ اٌجٛربٍإِغ  
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ِغ  رٕبٌٚٙبػٕل  ٔقفبع ػغؾ ل١بِٟإ٠ّىٓ ؽلٚس  :انكحىل، انثارتيتىراخ، انمىىماخ -

 .زاكتىنالأ

َِزٜٛ ٔقفبع فٟ إٚفبطخ ؽلٚس  الإٌىزو١ٌٚزبدٍزٕفبك إى٠بكح  ستيرويذاخ:انكىرتيكى -

 . ١َٛ فٟ اٌلَاٌجٛربٍ

 ٍزغبثخ ٌٍّوف١بد اٌؼؼ١ٍخ.الإ فٟؽزّبي ؽلٚس ى٠بكح إ مرخياخ انععلاخ انهيكهيح: -

ٍزغبثخ اٌٛػبئ١خ ٠وٚٔٛلاوزْٛ ِٓ الإب٠ٕمض اٌَج :أميىاخ انعغػ )مثم انىىريثىفريه( -

أٚ  ٌّٛػؼ٠ٕٝجغٟ رٛفٟ اٌؾنه فٟ إكاهح اٌّوػٝ اٌن٠ٓ رؼوػٛا ٌٍزقل٠و ا ٌٍٕٓٛها٠جٕفو٠

 . أزاكتىناٌؼبَ ؽ١ٓ ٠َزؼٍّْٛ 

، لأْ الأك٠ٚخ اٌّلهح رٕمض ِٓ ا١ٌٍض١َٛ ِغ اٌّلهادت ػلَ رٕبٚي ثشىً ػبَ ٠غ انهيثيىو: -

 اٌزظف١خ اٌى٠ٍٛخ ١ٌٍٍض١َٛ ٚثبٌزبٌٟ ى٠بكح فطٛهح ١ٍّخ ا١ٌٍض١َٛ.

ٍز١و٠ٚل٠خ ِضً ٌزٙبة غ١و الإِشبهوخ ِؼبكاد الإ ستيرويذيح :نتهاب غير الإمعاداخ الإ -

رفبع شل٠ل ِٓ هإب١ٍٓ ِغ اٌّلهاد اٌّؾزفظخ ثبٌجٛرب١ٍَٛ ٠ّىٓ أْ رزوافك ِغ ضالأل١ِٚ

 .١َٛ فٟ اٌلَاٌجٛربٍَِزٜٛ 

٠وٚٔٛلاوزْٛ ِٓ اٌؼّو إٌظفٟ ٌٍل٠غٛو١َٓ ٚ ٠ّىٓ أْ ب٠ّىٓ أْ ٠ي٠ل اٌَج انذيجىكسيه: -

 هرفبع فٟ اٌَّز٠ٛبد اٌّظ١ٍخ ٌٍل٠غٛو١َٓ ٚثبٌزبٌٟ ؽلٚس ١ٍّخ ك٠غ١زب١ٌخ.إ ٝإٌ ٠ٞؤك

 انحمم والإرظاع:

 فئْ ،إٌّبفغ اٌّؼزّلح اٌقطٛهح اٌّزٛلؼخفمؾ ػٕلِب رفٛق   زاكتىنأ٠ؼطٝ  انحمم: -

 .ٍج١وٚٔٛلاوزْٛ أٚ ػٕبطوٖ لل رؼجو ؽبعي اٌّش١ّخ 

ثى١ّبد غ١و ِؤم٠خ، إما وبْ إٍزقلاَ فٟ ؽ١ٍت الأَ ٌٚىٓ  زاكتىنأ٠فوى  :الإرظاع -

زاكتىنأ
 

 .٠غت ٚػغ ؽو٠مخ ثل٠ٍخ ٌزغن٠خ اٌوػغ ،أٍب١ٍبً   

 انقيادج واستخذاو انماكيىاخ:

ٚإٍزؼّبي الا٢د  حػٕل اٌم١بك خٌنا ٠ٕظؼ أفن اٌؾ١ط ٝٚكٚفٗ ػٕل ثؼغ اٌّوػ ٔؼب٠ًؾلس 

 . خٌٍغوػخ الإثزلائ١ خ٠زُ رؾل٠ل الإٍزغبث زٝؽ

 انخصائص :

رجبؽ اٌزٕبفَٟ ه٠وٚٔٛلاوزْٛ ِؼبك ٔٛػٟ ٌلأٌل١ٍٚزوْٚ ٠ؤصو ثشىً هئ١َٟ ػجو الإبٍج

 ٜاٌجٛرب١ٍَٛ اٌّؼزّلح ػٍٝ الأٌلٍٚز١وْٚ فٟ إٌج١ت اٌىٍٛ /ٌَّزمجلاد ِٛاػغ رجبكي اٌظٛك٠َٛ

 اٌٍّفف اٌمبطٟ.

ٍزملاثٗ أٍبٍب إٌٝ ٔٛارظ الأ٠غ إِزظبطٗ ٍج١وٚٔٛلاوزْٛ ع١لا ػٓ ؽو٠ك اٌفُ ٠ٚزُ إ٠زُ  -

ػٍٝ اٌوغُ ِٓ  (،%55) ٚوبٔو٠ْٕٛ عيئ١ب (%05)اٌىجو٠ذ اٌزٟ رؾزٛٞ ػٍٝ الأ٠غ  :إٌشطخ

ػّو  ث١ّٕب  ،فٟ اٌجلاىِبٍبػخ  (0,3َج١وٚٔٛلاوزْٛ  فٟ ؽل مارٗ لظ١و )ٌ أْ ػّو إٌظف

 ٍبػخ. 00,5ؽزٟ  ٠5,0ىْٛ أؽٛي ٚ رزواٚػ ث١ٓ ٕٛارظ الأ٠غ إٌشطخ إٌظف ٌ

ِٓ فلاي اٌطوػ  اٌمؼبء ػٍٝ ٔٛارظ الأ٠غ ٠ؾلس فٟ اٌّمبَ الأٚي فٟ اٌجٛي ٚصب١ٔبً  -

 اٌظفواٚٞ فٟ اٌجواى.

 انمكىواخ الأخري نهذواء:

 ضٛي، إٍز١بهاد اٌّبغ١ََٕٛ.ٕٔشبء، ١ٍٍٍٛى ٔجبرٟ، ١ِ

 :ىافقعذو انت

   لا ٠ؼوف   

 مذج انصلاحيح: 

    شٙو. 50

 حتياغاخ خاصح نهتخسيه:إ

 .٠ؾفظ ثؼ١لاً ػٓ ِزٕبٚي الاؽفبي -

 لارَزقلَ ألواص ٍجب٠وٚٔٛلاوزْٛ ثؼل أزٙبء ربه٠ـ اٌظلاؽ١خ اٌّٛػؼ ػٍٝ اٌؼٍجخ. -

 .َ °03 لا رزؼلٜ، كهعخ ؽواهح ثبهك، عبف٠غت اْ ٠ؾفظ فٟ ِىبْ  -

 ٠غت أْ ٠ؾفظ فٟ اٌؼجٛح الأط١ٍخ. -

 غثيعح ومحتىياخ انعثىج:

 .خشوؽأ 3ػٍٝ  اٌؼجٛح رؾزٛٞ

 لواص.أوً شو٠ؾ ٠ؾزٛٞ ػٍٝ ػشوح 

 حتياغاخ خاصح نهتخهص مه انذواء:إ

 .ػجو ا١ٌّبٖ أٚ الأٍٚبؿ إٌّي١ٌخ ٠غت ػلَ اٌزقٍض ِٓ اٌلٚاء -

 ١ٌٙب.إهاعغ اٌظ١لٌٟ إما أهكد اٌزقٍض ِٓ أك٠ٚخ لا رؾزبط  -

 .عواءاد رَبػل ػٍٝ ؽّب٠خ اٌج١ئخ٘نٖ الإ -

 رن انتسىيق وانشركح انمصىعح:إحامم 

 .فبهِبآىاي 

  +(502)   000355885:رٍفْٛ

 +(502)  000000000 فبوٌ:

 azal@azalpharma.comا١ّ٠ً:

www.azalpharma.com    :الإٌىزوٟٚٔ اٌّٛلغ

  

 

 

 سثايرووىلاكتىن

Date Sign.

Q.C

R&D

Q.A.

S.O.

Tec. Manager
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 صىع تىاسطح:

 

 فــــارماآزال 

 

 تعهيمـــاخ نهمريــط              
 اٌلٚاء َِزؾؼو ٠ؤصو ػٍٝ طؾزه ٚاٍزٙلاوٗ فلافبً ٌٍزؼ١ٍّبد  -

 ٠ؼوػه ٌٍقطو .   

 ارجغ ثللخ ٚطفخ اٌطج١ت ٚؽو٠مخ الاٍزؼّبي إٌّظٛص ػ١ٍٙب   - 

 ٚرؼ١ٍّبد اٌظ١للأٟ اٌنٞ طوفٙب .   

 .إْ اٌطج١ت ٚاٌظ١للأٟ ّ٘ب اٌقج١واْ ثبٌلٚاء ٚثٕفؼٗ ٚػوٖ  -                

 لا رمطغ ِلح اٌؼلاط اٌّؾلك ٌه ِٓ رٍمبء ٔفَه . -                

 لا رىوه طوف اٌلٚاء ثلْٚ ٚطفٗ ؽج١خ . -

 .اؽفظ اٌلٚاء ثؼ١لاً ػٓ ِزٕبٚي الأؽفبي

 

 انخرغىو -انسىدان 

 

 انجاوثيح الأعراض هـع الاتلاغ                                    

ح وانسمىودويانمجهس انقىمي نلأ                           

+(  502) 003055533فبوٌ:        
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Composition:  
 

- Each film coated tablet of Azacton
®
  50 contains:  

   Spironolactone USP    50 mg. 
 

- Each film coated tablet of Azacton
®
  25 contains:  

  Spironolactone   USP   25 mg. 
 

Pharmacotherapeutic group: 
 

Aldosterone antagonist. 
 

Indications:  
 

Azacton
® 

is used in the treatment of: 

- Congestive heart failure. 
- Oedema and ascites in cirrhosis of liver. 

- Malignant ascites. 

- Nephrotic syndrome. 
- Diagnosis and treatment of primary hyperaldosteronism )Conn’s syndrome(. 
 

Dosage and administration: 
 

- Oedema and ascites in cirrhosis of the liver: 

The usual dose is 100 - 400 mg of Azacton
®
 once daily (Adjusted according to 

response).     

Malignant ascites:                                                                     

The initial dose is 100 – 200 mg of Azacton
®
 daily increased to 400 mg daily if 

required. (Adjusted according to response).   

- Nephrotic syndrome:  

The usual dose is 100-200 mg of   Azacton
®
 once daily.  

- Oedema in congestive heart failure: 
The initial dose is 100 mg of Azacton

®
 (range from 25- 200 mg) once daily in single  

or divided doses (adjusted according to response).   

- Moderate to severe heart failure: 
The usual dose is 25 mg once daily can reduce symptoms and mortality in patients who 

are already taking an ACE inhibitor and a beta blocker. 

- Primary hyperaldosteronism: 

Azacton
®

 may be employed as an initial diagnostic measure to provide 
presumptive evidence of primary hyperaldosteronism while patients are on 

normal diets.  

Elderly: 
It is recommended that treatment is started with the lowest dose and titrated 

upwards as required to achieve maximum benefit. Care should be taken with 

severe hepatic and renal impairment which may alter drug metabolism and 

excretion.  

Children: 

Initial daily dosage should provide 3mg of spironolactone per kilogram body 

weight given in divided doses. 
 

Contraindication: 
 

Azacton
® 

is contraindicated in patients with:  

- Sensitivity to spironolactone or to any of its excipients. 

-Acute renal insufficiency.  
- Hyperkalemia and hyponatraemia.  

- Addison's disease or other conditions associated with hyperkalaemia. 

- Eplerenone or other potassium sparing diuretics treatment.  
 

Side Effects: 
 

- The side effects of Azacton
®
 are: 

Gastrointestinal disturbances, drowsiness, headache, hepatotoxicity, malaise,   

confusion, dizziness, benign breast tumor, impotence, gynaecomastia, menstrual 
irregulateries, lethargy, osteomalacia, blood disorders, hyperkalemia, 

hyponatraemia and rashes. 
 

 Precautions: 
 

- Since Azacton
®
 is potassium sparing diuretic, the concomitant administration 

of potassium supplements or any of other potassium sparing agents including 

food which contains high levels of potassium is not recommended as it may 

induce hyperkalemia. 

- Azacton
®
 should be used with caution in patients with impaired hepatic 

function. 
 

Overdose: 
 

- Acute over dosage may be manifested by drowsiness, mental confusion,  
nausea, vomiting, dizziness and diarrhea.  

- Hyponatremia, or hyperkalaemia may be induced, but these effects are unlikely  

to be associated with acute over dosage. 

- Symptoms of hyperkalemia may manifest as paraesthesia, weakness, flaccid  
paralysis or muscle spasm and may be difficult to distinguish clinically  

from hypokalemia.  

- Electrocardiographic changes are the earliest specific signs of potassium 
disturbances, improvement may be expected after withdrawal of the drug.  

- General supportive measures including replacement of fluids and electrolytes  

may be indicated.  

- For hyperkalemia, reduce potassium intake, administer potassium excreting 
diuretics, intravenous glucose with regular insulin or oral ion-exchange resins. 
 

 

Drug Interactions: 
 

- Azacton
®
 should not be given with other potassium sparing diuretics or 

potassium supplements. 

 

- Azacton
®
 increases the activity of diuretics and all antihypertensive, so its 

doses should be decreased when Azacton
®
 is accompanied. 

- Concomitant administration of ACE inhibitors with Azacton
® 

has been 

 associated with severe hyperkalaemia. 
- Alcohol, barbiturates, or narcotics: potentiating of orthostatic hypotension 

may occur. 

- Corticosteroids: intensified electrolyte depletion, particularly hypokalemia 
may occur. 

- Skeletal muscle relaxants: Possible increased responsiveness to the muscle 

relaxant. 

- Precursors of amines (e.g. Norepinepherine): Spironolactone reduces the 
vascular responsiveness to norepinepherine; Caution should be exercised in the 

management of patients subjected to regional or general anaesthesia while they 

are being treated with Azacton
®
. 

- Lithium: Lithium generally should not be given with diuretics; diuretic agents 

reduce the renal clearance of lithium and add a high risk of lithium toxicity. 

- Nonsteroidal anti inflammatory drugs: combination of NSAIDs, e.g., 
indomethacin with potassium sparing diuretics has been associated with severe 

hyperkalemia. 

- Digoxin: Azacton
® 

has been shown to increase the half-life of digoxin; this 

may result in increased serum digoxin levels and subsequent digitalis toxicity.  

Pregnancy and lactation: 

- Pregnancy: Azacton
®
 is used only if the potential benefit outweighs risk; 

spironolactone or its metabolites may cross the placental barrier. 
- Lactation: Azacton

®
 is excreted in breast milk but the amount probably too 

small to be harmful;if  use of Azacton
®
 is considered essential; an alternative 

method of infant feeding should be instituted. 

Driving and using machines: 
 

- Somnolence and dizziness have been reported to occur in some patients, so 
caution is advised when driving or operating machinery until the response to 

initial treatment has been determined.  

Properties: 

- Spironolactone is a specific pharmacologic antagonist of aldosterone, acting 
primarily through competitive binding of receptors at the aldosterone dependent 

sodium / potassium exchange side in the distal convoluted renal tubule.  

- Spironolactone is well absorbed orally and is principally metabolized to active 
metabolites: sulphur containing metabolites (80%) and partly canrenone (20%), 

although the plasma half life of spironolactone itself is short (1.3 hours) the half 

lives of the active metabolites are longer (ranging from 2.8 to 11.2 hours). 

- Elimination of metabolites occurs primarily in the urine and secondarily 
through biliary excretion in the feaces.  

List of excipients: 

Maize starch, microcrystalline cellulose, menthol, Mg stearate. 

Incompatibilities: 
 

Un Known. 

Shelf life: 

24 months. 

Special precaution for storage: 
-Keep out of the reach and sight of children. 

-Do not use Spironolactone tablet after the expiry date which is stated on the 

label.  

-They should be stored in a cool, dry place, not exceed 30°C. 
- Keep in original container. 

Nature and contents of container: 
 

Box of 3 Blisters. 

Each Blister contains 10 tablets. 
Special precaution for disposal: 

-Medicines should not be disposed of via wastewater or household waste. 

- Ask your pharmacist how to dispose of medicines no longer required.  

- These measures will help to protect the environment 
Marketing Authorization holder and manufacturer: 

Azal Pharma. 

Tele: (+249) 185322770 

Fax:  (+249) 155118855 
E-mail: azal@azalpharma.com 

Website: www.azalpharma.com 
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                       To report any Side effect 
 

                  National Medicines and Poisons Board (NMPB)    

            Fax: (+249)183522263 
 

      E-mail:inf@nmpb.gov.sd -  Website:www.nmpb.gov.sd 

 

 

                       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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