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,ၤၢၯၶ/ၥ ת/ၧႁ/ၥ , ၩၿၧႁפא  
 

Novofem 
Film coated tablets 

  

ၸၤၬၬၰ ႂתၿၢמ מ"ၸၢ ၿၷၬၤႁၧၶ ၧၢၧၶ תႁၢၩ ၰၸ ၵၧၯၤၸ ၱၬၶၧၰၸၥ ႁၬႂၯתၰ ၵၯႁၾၰၧ פאၧႁၰ ၱ ၬ .  

  

ႁמၧၩၱי ၰיၱפעי  :  

Estradiol (as Hemihydrate) 1mg 

Norethisterone acetate (white tab) 1 mg 

  

 :ႁႂיၯתၰ ၥמၧႂႁၥ ၥיၧၧתၥၥ  

 

Hormone replacement therapy (HRT) for estrogen deficiency symptoms in postmenopausal 

women with an intact uterus. 

Prevention of osteoporosis in postmenopausal women at high risk of future fractures, who are 

tolerant of , or contraindicated for other medicinal products approved for the prevention of 

osteoporosis. 

The experience treating women older than 65 years is limited. 

  

 ၱၸ ၪၷၿၪ) ၤၢၰၢ ၱၬၬתၧၥמၥ ၱၬၶၧၯၤၸၥ ၱၬၶၬၧၾמ ၧၨ ၥၸၤၧၥၢ ၬתၩת ၧၿၾמ  ၥၾၧၩ ၧၿ ၱၸ ၪၷၿၪ ၧၰၬאၧ ၵၧၰၸၰ ၹၷၧၥႂ ၪၷၿၪ ၵၬၬ
(ၵၧၰၸၥמ ၤႁၧၥႂ ၪၷၿၪ ၵמၷמ . .ၱၬၶၧၯၤၸၥ ၰၰၯ את ၱၬၰၬၯמၥ ၧၨ ၥၸၤၧၥၰ ၱၬפႁၧၾמၥ ၱၬၶၧၰၸၢ ၵၬၬၸၰ אၶ  

 

  עၶၧၯၤיၱ ၰעၧႁၰ ၵၧၰפא:

 

4.4 Special warnings and precautions for use 

…. 

 

Angioedema 

Oestrogens may induce or exacerbate symptoms of angioedema, in particular in women with 

hereditary angioedema. 

 

Other conditions 

Oestrogens may cause fluid retention, and therefore patients with cardiac or renal dysfunction should 

be carefully observed. 

Women with pre-existing hypertriglyceridaemia should be followed closely during oestrogen 

replacement or hormone replacement therapy, since rare cases of large increases of plasma 

triglycerides leading to pancreatitis have been reported with oestrogen therapy in this condition. 

 

Exogenous oestrogens may induce or exacerbate symptoms of hereditary and acquired angioedema. 
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….. 

 

ALT elevations 

During clinical trials with patients treated for hepatitis C virus (HCV) infections with the combination 

regimen ombitasvir/paritaprevir/ritonavir with and without dasabuvir, ALT elevations greater than 5 

times the upper limit of normal (ULN) were significantly more frequent in women using 

ethinylestradiol-containing medicinal products such as CHCs. Additionally, also in patients treated 

with glecaprevir/pibrentasvir, ALT elevations were observed in women using ethinylestradiol- 

containing  medications such as CHCs. Women using medicinal products containing oestrogens other 

than ethinylestradiol, such as estradiol, had a rate of ALT elevation similar to those not receiving any 

oestrogens; however, due to the limited number of women taking these other oestrogens, caution is  

warranted for co-administration with the combination drug regimen ombitasvir/paritaprevir/ritonavir 

with or without dasabuvir and also the regimen glecaprevir/pibrentasvir. See section 4.5. 

 

 

4.5 Interaction with other medicinal products and other forms of interaction 

…. 

 

Pharmacodynamic interactions 

During clinical trials with the HCV combination drug regimen ombitasvir/paritaprevir/ritonavir with 

and without dasabuvir, ALT elevations greater than 5 times the upper limit of normal (ULN) were 

significantly more frequent in women using ethinylestradiol-containing medicinal products such as 

CHCs. Women using medicinal products containing oestrogens other than ethinylestradiol, such as 

estradiol, had a rate of ALT elevation similar to those not receiving any oestrogens; however, due to 

the limited number of women taking these other oestrogens, caution is warranted for co-

administration with the combination drug regimen ombitasvir/paritaprevir/ritonavir with or without 

dasabuvir and also the regimen with glecaprevir/pibrentasvir (see section 4.4). 

 

 

  

  

ၯႁצၰ ၵၧၰעၰ ၱיၶၧၯၤיתעၶ:  
 

2  ၥפၧႁתၢ ႂၧႂימၥ יၶפၰ .  

ၥפၧႁתၢ ႂၧႂימၰ תၧעၣၧၶၥ תၧၤၩၧת מיၧႁၥၨא  

ၷפၧႁၰ ၬႁפא אၱ ၬၬၥתၭၰ ၥ אၬ פၬၥႂၰၯ ၥၬၸၢ ၱၸ מၧၬၸၢၥ ၵၬၢת ၢၥאၧת, מၧၰၧၰၸ ၵၥႂ ၵၧၧၬၯת ၰפၶי ၪၥיפၧၢၧၶၢ ၰၧפၱ, 
 ,ၵၯ ၱפၱ. אၧၢၧၶၢ ၰၧפၬၪၥ ၭၰၥמၢ ႁၬמၩၥၰ ၧא ၢၧႂၰ ၥၥၧၢၣ תၧႁၬၤתၢ תၧၬפתၧၿת תၧၿၬၤၢၰ פאၧႁၰ ၸၬၣၥၰ ၭၬၬၰၸ ႁתၧၬ:  

  ၰႂ ၱၬၸၧႁၬא ၭၰ ၧၬၥ ၱא ၧא ,(תၬႂתႁၧת ၥמၤאၧၬၣၶא) ၥႁၧמၩ תၧၩၬפၶ ၰႂ ၱၬႁၨၧၩ ၱၬၸၧႁၬא ၱႁၧၣၥ ၬႂתႁၧת ၢၾמ
  ၰႂ ၧא (ၥמၬႂၶၥ ၬၯႁၤ ၰႂ ၥמၬၷၩ) ၵၧႁၣ ,ၵၧႂၰ ,ၱၬၬၶၬၸ ,ၱၬၬႂפת ,ၱၬၬၰၣႁ תၧפၯ ,ၱၬၶפ ,ၱၬၬၤၬၥ ၰႂ ၥႁၬၥת מၧၩפၶתၥ

 ၰၧၯၬၸၥ תၯႁၸמ (ႂתၯႁၶ ၥמၤאၧၬၣၶא) 

....  
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  תၧၢၧၣת ၢיၵ תၧႁפתיၧת 

 ၷၬၪၬၪפၥ ၹၬၣၶၰ תၧפၧႁתC  )HCV ႁၬၢၧၢၷၤ ၬၰၢ ၧא ၱၸ ႁၬၢၶၧၪၬႁ/ႁၬၢႁפၪၬႁפא/ႁၬၢၷၪၬၢמၧא ၰႂ ၢၰၧႂמ ၰၧפၬၪ ၵၧၣၯ) (

 ၱၸ ၰၧפၬၪ ၱၣ ၧמၯႁၬၢႁפၿၰၣ/ၷၪၶႁၢၬפၢႁၬ (ၰၧၰၸתၧ ၤၢၯၥ ၬၤၧၿתפ ၰႂ ၱၤၥ תၿၬၤၢ תၧאၾၧתၢ ၥၬၬၰၸၰ ၱၧႁၣၰ  ၥၬၬၰၸ)

  ၤၢၯၥ ၱၬၨၶאၢALT ၱפၧၢၧၶ .ၰၧၬၤႁၪၷאၰၬၶၬאת ၰၬၯמၥ ၢၰၧႂמ ၬၰၶၧמႁၧၥ ၵၧၬႁၥ תၸၬၶמၰ ၬၸၾאמၢ תၧႂמႂתמၥ ၱၬႂၶၢ (

 ၤၢၯၥ ၱၬၨၶאၢ ၥၬၬၰၸ ၱאၥ ၸၧၤၬ אၰ .ၰၧၬၤႁၪၷאၰၬၶၬאת ၱၧၿמၢ ၰၧၬၤႁၪၷא ၥၰၬၯמALT  ၱפၧၢၧၶၢ ႂၧמၬႂၢ תၧႁၿၰ ၥၰၧၯၬ
 ၷၬၪၬၪפၥၢ ၢၰၧႂמၥ ၰၧפၬၪၥ ၱၸC    .פאၧႁၥ ၱၸ ၽၸၬၬתၥၰ ႂၬ .  

....  

  

  . תၧפעၧת ၧၧၰאי 4

....  

 ʠפʥʸʬ ʣʩʮ ʩʹʢʥ ʭפʥʡʥʰ ʬʥʨʩʬ ʩʷʩʱפʤ  

:ʩפʥʬʧ ʩʬʰʥʮʸʥʤ ʬʥפʩʨ ʺʬʨʥʰ ʺʠ ʸʹʠʫ ʺʥʠʡʤ ʺʥʲפʥʺʤ ʯʩʡʮ ʩʤʹʬʫ ʤʲפʥʺʡ ʤʰʩʧʡʮ ʺʠ ʭʠ  

  ,(ʺʩʸʥʲ ʺʧʸפʺ) ʺʬʸʧ ʥʠ ʤʲʩʬʡʡ ʩʹʥʷ ʥʠ/ʥ ʯʥʸʢʤ ʥʠ/ʥ ʯʥʹʬʤ ,ʭʩʰפʤ ʬʹ ʺʥʧפʰʺʤ ʭʩʬʥʫʩʤ ʤʮʩʹʰʡ ʩʹʥʷ ʭʲ ʣʧʩ
 ʤʮʣʠʥʩʢʰʠ ʬʲ ʣʩʲʤʬ  

....  

    

  

 

 ၥၬၶפ ၬၤၬ ၰၸ ၱၬၷפၤၧמ ၱၰၢၿၰ ၵתၬၶၧ ,תၧאၬႁၢၥ ၤႁႂמ ႁאתၢႂ תၧפၧႁתၥ ႁၣמאၢ ၱၧၷႁפၰ ၧၩၰႂၶ ၱၬၶၯၤၧၸמၥ ၱၬၶၧၰၸၥ
 ၧၢၧၶ :ၱၧႂၬႁၥ ၰၸၢၰ ၸၤၬ ႁၬתၸ 'ၩႁ ,מ"ၸၢ ၿၷၬၤႁၧၶ1ႁפၯ , - אၢၷ4464301 .ၰאႁႂၬ ,   

 :ၵၧפၰၪ09-7630444 :ၷၿ09-7630456, פ.  

  

  

  

  

  

ၥၯႁၢၢ ,  

  ממၩၿၧႁ  ၥၶၧת, ၪၰၧၬၧ אၬႁၤၶא 

  ၸၢ ၿၷၬၤႁၧၶ ၧၢၧၶ"מ 


