
อโีซเมปราโซล  
ความแรง 40 มลิลกิรัม 

ชนดิ ยาผงส าหรับเตรยีมสารละลายเพือ่ฉีดหรอื
หยดเขา้หลอดเลอืด 

Esomeprazole NORMON                                      

(อโีซเมปราโซล นอมอน) 
 

1. ยานีค้อืยาอะไร 

1.1 ยานีม้ชีือ่สามญัวา่อะไร 

 ยานี้ มีชื่อ สามัญว่ า อีโซ เมปราโซลโซ เดียม 
( esomeprazole sodium) เ ป็ น ย า ล ด ก ร ด ใ น
กระเพาะอาหาร กลุม่ proton pump inhibitor 

1.2 ยานีใ้ชเ้พือ่อะไร 
 ยานีใ้ชเ้พือ่ยบัยัง้การหลั่งกรดในกระเพาะอาหารเมือ่
ผูป่้วยไมส่ามารถกนิยาได ้เชน่  

 รักษาอาการกรดไหลยอ้น    
 รักษาแผลในกระเพาะอาหารจากการใชย้ากลุ่ม 

NSAID  

 ป้องกนัการเกดิแผลในกระเพาะอาหารและล าไสเ้ล็ก
ส่วนตน้จากการใชย้ากลุ่ม NSAID ในผูป่้วยกลุ่ม
เสีย่ง 

 ใชป้้องกันเลอืดออกซ ้าของแผลในกระเพาะอาหาร
และล าไสเ้ล็กสว่นตน้หลังการสอ่งกลอ้ง 

2. ขอ้ควรรูก้อ่นใชย้า 
2.1 หา้มใชย้านีเ้ม ือ่ไร 
 เคยแพย้านี ้หรอืสว่นประกอบของยานี ้หรอืยาอืน่ใน

กลุม่ proton pump inhibitor 

 ก าลังกนิยาตา้นไวรัส เนลฟินาเวยี (nelfinavir) 
2.2 ขอ้ควรระวงัเมือ่ใชย้านี ้

 แจง้แพทยห์ากทา่นอยูใ่นกลุม่ตอ่ไปนี้ 
- มอีาการทางผวิหนังเมือ่เคยรักษาดว้ยยาลดกรด
เหมอืนกบัอโีซเมปราโซล 

- มีนัดตรวจ เลือดวัดระดับโครโมแกรนิน  เอ 
(Chromogranin A) ซึ่ ง เ ป็ น ส า ร บ่ ง ชี้ ใ น ก า ร
ตรวจหามะเร็ง 

- มีปัจจัยเสี่ยงหรือร่างกายดูดซมึวติามนิบี 12 ได ้
ลดลง ซึง่มผีลตอ่การรักษาระยะยาว 

- ระดับแมกนเีซยีมในเลอืดต ่า 
- เพิม่ความเสีย่งในการแตกหักของสะโพก ขอ้มอื 
และกระดกูสนัหลัง  

 ระมัดระวังการใชย้านี้ในหญงิมคีรรภห์รอืใหน้มบุตร
เนือ่งจากยงัไมม่ขีอ้มลูยนืยนัความปลอดภยั 

 ไม่ควรใชย้านี้ร่วมกับยา อาหาร สมุนไพร หรือ
ผลติภัณฑเ์สรมิอาหารบางชนดิ เพราะอาจมผีลต่อ
การรักษาหรอืเกดิอนัตรายได ้เชน่ 
- ยาอะทาซานาเวยี ซึง่ใชใ้นการรักษาตดิเชือ้ไวรัส

เอชไอว ี 
- ยาโคลพโิดเกรล และยาวารฟ์ารนิ ซึง่ใชป้้องการ

แข็งตัวของเกล็ดเลอืด 
- ยาคโีตโคนาโซล ไอทราโคนาโซล ซึง่ใชรั้กษา

อาการตดิเชือ้รา 
- ยาไรแฟมพซินิ ซึง่ใชรั้กษาวัณโรค 
- ยาไดอะซแีพม ซึง่ในรักษาโรควติกกงัวล 
- ยาเฟนโิทอนิ ซึง่ใชใ้นโรคลมชกั 
- ยาเมโทเทรกเซต ซึง่ใชรั้กษามะเร็ง 
- ยาทาโครลมิัส ซึง่ใชใ้นการป้องกันการปฏเิสธ

อวัยวะทีป่ลกูถา่ยของรา่งกาย 
- ยาไดจอกซนิ ซึง่ใชส้ าหรับโรคระบบหัวใจหลอด

เลอืด 

3. วธิใีชย้า 
3.1 ขนาดและวธิใีช ้ 

 ควรใชย้าตามค าแนะน าของแพทยห์รอืเภสชักร
เทา่นัน้ เพราะขนาดและระยะเวลาในการใชย้านี้
ข ึน้กบัชนดิและความรนุแรงของโรค 

 ยานีใ้ชส้ าหรับฉีดหรอืหยดเขา้สูห่ลอดเลอืดด า
ภายใตก้ารดแูลของแพทยห์รอืพยาบาล 

3.2 ถา้ฉดียานีเ้กนิขนาดทีแ่นะน า ควรท าอยา่งไร 

 ใหส้ังเกตอาการอย่างใกลช้ดิ หากมอีาการผดิปกติ
ใหร้บีน าสง่โรงพยาบาลทันท ี
 

 

4. ขอ้ควรปฏบิตัริะหวา่งใชย้า 
 พบแพทย์ตามนัดอย่างสม ่าเสมอ เพื่อติดตาม

ผลการรักษาหรอือนัตรายจากยา 

5. อนัตรายทีอ่าจเกดิจากยา 
5.1  อาการทีต่อ้งหยดุยารบีไปพบแพทยท์นัท ี

 หายใจเสยีงดังหวดี บวมทีร่มิฝีปาก ลิน้และคอ หรอื
รา่งกาย ผืน่ขึน้ หนา้มดื เป็นลม หรอืกลนืล าบาก 

 ผวิหนังแดงหรอืซดี แผลพพุองตามผวิหนังและรมิ
ฝีปาก ชอ่งปาก จมกู ตาม และอวัยวะเพศ 

 ตัวเหลอืง ปัสสาวะมสีเีขม้ และออ่นเพลยี 
ใหห้ยดุยา แลว้รบีไปพบแพทยท์นัท ี

5.2 อาการทีอ่าจเกดิขึน้ไดแ้ละใหร้อดอูาการ แต่
ถา้มอีาการรนุแรงใหแ้จง้แพทย ์เภสชักร หรอื
พยาบาล 

 ปวดหัว 
 ทอ้งเสยี ปวดทอ้ง ทอ้งอดื 
 คลืน่ไส ้อาเจยีน 
 อาการบวมแดงบรเิวณทีฉ่ีดยา  
หากมอีาการรนุแรงหรอืทนไมไ่ด ้ใหแ้จง้แพทย ์
เภสชักร หรอืพยาบาล 

6. ควรเก็บยานีอ้ยา่งไร 
 เก็บยานี้ไวใ้นกล่องไวใ้นภาชนะบรรจุเดมิตามทีไ่ด ้

รับมา  
 เก็บยาในทีแ่หง้ อยา่ใหโ้ดนแสงโดยตรง โดยทั่วไป

ควรเก็บทีอ่ณุหภมูไิมเ่กนิ 30 องศาเซลเซยีส ไมเ่ก็บ
ยาในทรีอ้นหรอืชืน้ 

 หลังผสมแลว้เก็บที่อุณหภูมิไม่เก ิน 30 องศา
เซลเซยีสได ้12 ชัว่โมง  

 เก็บยาใหพ้น้มอืเด็ก 

7. ลกัษณะและสว่นประกอบของยานี ้
 ผงยา เป็นรพูรนุ สขีาวหรอืเกอืบขาว 

 ตัวยาส าคัญ เอโซเมปราโซล 40 มลิลกิรัม 
 ส่วนประกอบอื่นๆ ไดแ้ก่ ไดโซเดียมอีดีเทท และ 

โซเดยีมไฮดรอกไซด ์
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ผูผ้ลติ 
LABORATORIOS NORMON S.A. 
Ronda de Valdecarrizo, 6-28760 Tres Cantos-
Madrid (SPAIN) 
ผูน้ าเขา้ 
บรษัิท แปซฟิิค เฮลธแ์คร ์(ไทยแลนด)์ จ ากดั  
1011 อาคารศภุาลัย แกรนด ์ทาวเวอร ์หอ้ง 01 ชัน้ 29 
ถนนพระราม 3 แขวงช่องนนทรี เขตยานนาวา 
กรงุเทพฯ 10120 
โทร. 02-8812488 
เอกสารนีป้รับปรงุครัง้ลา่สดุเมือ่ (12 กมุภาพันธ ์2562)

เอกสารนีเ้ป็นขอ้มลูโดยยอ่  
หากมขีอ้สงสยัใหป้รกึษาแพทยห์รอืเภสชักร 
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Package Leaflet: Information for the patient 

 

Esomeprazole 40 mg powder for solution for injection/infusion 

 

 

Read all of this leaflet carefully before you are given this medicine because it contains important 

information for you. 

- Keep this leaflet. You may need to read it again. 

- If you have any further questions, ask your doctor, pharmacist or nurse. 

- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side 

effects not listed in this leaflet. See section 4. 

 

What is in this leaflet 

1. What Esomeprazole is and what it is used for 

2. What you need to know before you are given Esomeprazole 

3. How Esomeprazole is given  

4. Possible side effects 

5. How to store Esomeprazole  

6. Contents of the pack and other information 

 

 

1. What Esomeprazole is and what it is used for 

 

Esomeprazole contains a medicine called esomeprazole. This belongs to a group of medicines called ‘proton 

pump inhibitors’. They work by reducing the amount of acid that your stomach produces. 

 

Esomeprazole is used for the short-term treatment of certain conditions, when you are unable to have 

treatment by mouth. It is used to treat the following conditions: 

 

Adults 

- ‘Gastro-oesophageal reflux disease’ (GERD). This is where acid from the stomach escapes into the 

gullet (the tube which connects your throat to your stomach) causing pain, inflammation and heartburn. 

- Stomach ulcers caused by medicines called NSAIDs (Non-Steroidal Anti-Inflammatory Drugs). 

Esomeprazole can also be used to stop stomach ulcers from forming if you are taking NSAIDs. 

- Prevention of rebleeding in adults following therapeutic endoscopy for acute bleeding gastric or 

duodenal ulcers. 

 

Children and adolescents aged 1-18 years 

- ‘Gastro-oesophageal reflux disease’ (GERD). This is where acid from the stomach escapes into the gullet 

(the tube which connects your throat to your stomach) causing pain, inflammation and heartburn. 

 

 

2. What you need to know before you are given Esomeprazole  

 

You must not be given Esomeprazole if 

- you are allergic to esomeprazole or any of the other ingredients of this medicine (listed in section 6) 

- you are allergic to other proton pump inhibitor medicines (e.g. pantoprazole, lansoprazole, rabeprazole, 

omeprazole) 

- you are taking a medicine containing nelfinavir (used to treat HIV infection). 

 

You must not be given Esomeprazole if any of the above apply to you. If you are not sure, talk to your 

doctor before you are given this medicine. 

 

Warnings and Precautions 

Talk to your doctor, pharmacist or nurse before you are given Esomeprazole if: 

- you have severe liver problems 
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- you have severe kidney problems. 

- you have ever had a skin reaction after treatment with a medicine similar to Esomeprazole that reduces 

stomach acid. 

- you are due to have a specific blood test (Chromogranin A). 

 

Esomeprazole may hide the symptoms of other diseases. Therefore, if any of the following happen to you 

before you are given Esomeprazole or after you are given it, talk to your doctor straight away: 

- you lose a lot of weight for no reason and have problems swallowing 

- you get stomach pain or indigestion 

- you begin to vomit food or blood 

- you pass black stools (blood-stained faeces). 

 

Taking a proton pump inhibitor like Esomeprazole, especially over a period of more than one year, may 

slightly increase your risk of fracture in the hip, wrist or spine. Tell your doctor if you have osteoporosis or 

if you are taking corticosteroids (which can increase the risk of osteoporosis). 

 

If you get a rash on your skin, especially in areas exposed to the sun tell your doctor as soon as you can, as 

you may need to stop your treatment with Esomeprazole. Remember to also mention any other ill-effects 

like pain in your joints. 

 

Other medicines and Esomeprazole 

Tell your doctor if you are taking, have recently taken or might take any other medicines. This includes 

medicines that you buy without a prescription. This is because Esomeprazole can affect the way some 

medicines work and some medicines can have an effect on Esomeprazole.  

 

You must not be given Esomeprazole if you are taking a medicine containing nelfinavir (used to treat HIV 

infection). 

 

Tell your doctor or nurse if you are taking any of the following medicines: 

- atazanavir (used to treat HIV infection) 

- clopidogrel (used to prevent blood clots) 

- ketoconazole, itraconazole or voriconazole (used to treat infections caused by a fungus) 

- erlotinib (used to treat cancer) 

- citalopram, imipramine or clomipramine (used to treat depression) 

- diazepam (used to treat anxiety, relax muscles or in epilepsy) 

- phenytoin (used in epilepsy). If you are taking phenytoin, your doctor will need to monitor you when 

you start or stop having Esomeprazole. 

- medicines that are used to thin your blood, such as warfarin. Your doctor may need to monitor you when 

you start or stop having Esomeprazole. 

- Cilostazol (used to treat intermittent claudication – a pain in your legs when you walk which is caused 

by an insufficient blood supply) 

- cisapride (used for indigestion and heartburn) 

- digoxin (used for heart problems) 

- methotrexate (a chemotherapy medicine used in high doses to treat cancer) – if you are taking a high 

dose of methotrexate, your doctor may temporarily stop your Esomeprazole treatment. 

- tacrolimus (organ transplantation) 

- rifampicin (used for treatment of tuberculosis) 

- St. John’s wort (Hypericum perforatum) (used to treat depression). 

 

Pregnancy and breast-feeding 

If you are pregnant, think you may be pregnant or are planning to have a baby, ask your doctor or pharmacist 

for advice before you are given this medicine. Your doctor will decide whether you can be given 

Esomeprazole during this time. 

It is not known if Esomeprazole passes into breast milk. Therefore, you should not be given Esomeprazole if 

you are breast-feeding. 
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Driving and using machines 

Esomeprazole is not likely to affect you being able to drive or use any tools or machines. However, side 

effects such as dizziness and blurred vision may uncommonly occur (see section 4). If affected, you should 

not drive or use machines. 

 

Esomeprazole contains sodium 

This medical product contains less than 1 mmol sodium (23 mg) per dose, that is to say essentially “sodium-

free”. 

 

 

3. How Esomeprazole is given 
 

Esomeprazole can be given to children and adolescents aged 1-18 years and adults including the elderly. 

 

Being given Esomeprazole  

Adults 

- Esomeprazole will be given to you by your doctor who will decide how much you need. 

- the recommended dose is 20 mg or 40 mg once a day 

- if you have severe liver problems, the maximum dose is 20 mg a day (GERD) 

- the medicine will be given to you as an injection or infusion into one of your veins. This will last for up 

to 30 minutes 

- the recommended dose for prevention of re-bleeding gastric or duodenal ulcers, is 80 mg administered 

as intravenous infusion over 30 minutes followed by a continuous infusion of 8 mg/hr given over 3 days. 

If you have severe liver problems, a continuous infusion of 4 mg/hr given over 3 days may be sufficient. 

 

Use in children and adolescents aged 1-18 years 

- Esomeprazole will be given by your doctor who will decide how much you need. 

- For children 1-11 years, the recommended dose is 10 or 20 mg given once a day. 

- For children 12-18 years, the recommended dose is 20 or 40 mg given once a day. 

- The medicine will be given as an injection or infusion into a vein. This will last up to 30 minutes. 

 

If you are given too much Esomeprazole  

If you think you have been given too much Esomeprazole, talk to your doctor straight away. 

 

If you have any further questions on the use of this medicine, ask your doctor, pharmacist or nurse. 

 

 

4. Possible side effects 

 

Like all medicines, this medicine can cause side effects, although not everybody gets them. 

If you notice any of the following serious side effects, stop taking Esomeprazole and contact a doctor 

immediately: 

- sudden wheezing, swelling of your lips, tongue and throat or body, rash, fainting or difficulties in 

swallowing (severe allergic reaction) 

- reddening of the skin with blisters or peeling. There may also be severe blisters and bleeding in the lips, 

eyes, mouth, nose and genitals. This could be ‘Stevens-Johnson syndrome’ or ‘toxic epidermal 

necrolysis’. 

- yellow skin, dark urine and tiredness which can be symptoms of liver problems. 

 

These effects are rare and may affect up to 1 in 1,000 people. 

 

Esomeprazole may in very rare cases affect the white blood cells leading to immune deficiency. If you have 

an infection with symptoms such as fever with a severely reduced general condition or fever with symptoms 

of a local infection such as pain in the neck, throat or mouth or difficulties in urinating, you must consult 

your doctor as soon as possible so that a lack of white blood cells (agranulocytosis) can be ruled out by a 

blood test. It is important for you to give information about your medication at this time. 
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Other side effects include: 

 

Common (may affect up to 1 in 10 people) 

- headache 

- effects on your stomach or gut: diarrhoea, stomach pain, constipation, wind (flatulence) 

- feeling sick (nausea) or being sick (vomiting) 

- injection site reaction 

- benign polyps in the stomach. 

 

Uncommon (may affect up to 1 in 100 people) 

- swelling of the feet and ankles 

- disturbed sleep (insomnia) 

- dizziness, tingling feelings such as “pins and needles”, feeling sleepy 

- spinning feeling (vertigo) 

- eyesight problems such as blurred vision 

- dry mouth 

- changes in blood tests that check how the liver is working 

- skin rash, lumpy rash (hives) and itchy skin 

- fracture of the hip, wrist or spine (if Esomeprazole is used in higher doses and over long duration). 

 

Rare (may affect up to 1 in 1,000 people) 

- blood problems such as a reduced number of white cells or platelets. This can cause weakness, bruising 

or make infections more likely. 

- low levels of sodium in the blood. This may cause weakness, being sick (vomiting) and cramps. 

- feeling agitated, confused or depressed 

- taste changes 

- suddenly feeling wheezy or short of breath (bronchospasm) 

- an inflammation of the inside of the mouth 

- an infection called “thrush” which can affect the gut and is caused by a fungus 

- liver problems, including jaundice which can cause yellow skin, dark urine, and tiredness 

- hair loss (alopecia) 

- skin rash on exposure to sunshine 

- joint pains (arthralgia) or muscle pains (myalgia) 

- generally feeling unwell and lacking energy 

- increased sweating. 

 

Very rare (may affect up to 1 in 10,000 people) 

- changes in blood count including agranulocytosis (lack of white blood cells) 

- aggression 

- seeing, feeling or hearing things that are not there (hallucinations) 

- severe liver problems leading to liver failure and inflammation of the brain 

- sudden onset of a severe rash or blistering or peeling skin. This may be associated with a high fever and 

joint pains (Erythema multiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis). 

- muscle weakness 

- severe kidney problems 

- enlarged breasts in men. 

 

Not known (frequency cannot be estimated from the available data)  

- If you are on Esomeprazole for more than three months it is possible that the levels of magnesium in 

your blood may fall. Low levels of magnesium can be seen as fatigue, involuntary muscle 

contractions, disorientation, convulsions, dizziness, increased heart rate. If you get any of these 

symptoms, please tell your doctor promptly. Low levels of magnesium can also lead to a reduction in 

potassium or calcium levels in the blood. Your doctor may decide to perform regular blood tests to 

monitor your levels of magnesium. 

- Inflammation in the gut (leading to diarrhoea). 
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- Rash, possibly with pain in the joints. 

 

 

Reporting of side effects 

If you get any side effects, talk to your doctor or nurse. This includes any possible side effects not listed in 

this leaflet. You can also report side effects directly via the Yellow Card Scheme, website: 

www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple App Store. By 

reporting side effects you can help provide more information on the safety of this medicine. 

 

 

5. How to store Esomeprazole  

 

Keep this medicine out of the sight and reach of children. 

 

Do not use this medicine after the expiry date which is stated on the carton or vial after EXP. The expiry 

date refers to the last day of that month. 

 

Store below 30°C. Store in the original package in order to protect from light. 

 

Chemical and physical in-use stability data has been demonstrated for 12 hours at 30°C. From 

microbiological point of view, the product should be used immediately. If not used immediately, in-use 

storage times and conditions prior to use are the responsibility of the user and would normally not be longer 

than 24 hours at 2-8°C, unless reconstitution has taken place in controlled and aseptic conditions. 

 

Do not use this medicine if you notice that the visual appearance has changed (only clear solution should be 

used).  

 

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw 

away medicines you no longer use. These measures will help to protect the environment. 

 

 

6. Contents of the pack and other information 

 

What Esomeprazole  contains 

- The active substance is esomeprazole sodium. Each vial contains 42.6 mg of esomeprazole sodium, 

equivalent to 40 mg of esomeprazole. 

- The other ingredients are disodium edetate and sodium hydroxide (for pH adjustment).  

 

What Esomeprazole looks like and contents of the pack 

Esomeprazole is a white to off-white powder. It comes in a 5 ml colorless glass vial with grey rubber stopper 

and grey flip off aluminum seal containing 40 mg powder for solution for injection/infusion. 

 

Esomeprazole is available in the following pack sizes: 

- pack with 1 vial 

- pack with 1x10 vials.  

 

Not all pack sizes may be marketed. 

 

Marketing Authorisation Holder and Manufacturer 

Sun Pharmaceutical Industries Europe B.V. 

Polarisavenue 87 

2132 JH Hoofddorp 

The Netherlands 

 

This medicinal product is authorised in the Member States of the EEA under the following names: 

Denmark:  Esomeprazol SUN 40 mg pulver til injektions- og infusionsvæske, opløsning 
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Germany:  Esomeprazol SUN 40 mg Pulver zur Herstellung einer Injektions-/Infusionslösung 

France:  Esomeprazole SUN 40 mg poudre pour solution injectable ou pour perfusion 

Italy:   Esomeprazolo SUN 40 mg polvere per soluzione iniettabile/infusione 

The Netherlands: Esomeprazol SUN 40 mg poeder voor oplossing voor injectie en intraveneuze infusie 

Sweden:  Esomeprazol SUN 40 mg pulver till injektions-/infusionsvätska, lösning 

United Kingdom: Esomeprazole 40 mg powder for solution for injection/infusion. 

 

This leaflet was last revised in June 2018 
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----------------------------------------------------------------------------------------------------------------------------- 

The following information is intended for healthcare professionals only: 

 

Incompatibilities 

This medicinal product must not be mixed with other medicinal products except those mentioned below. 

 

Shelf life and storage conditions 

Store below 30°C. Store in the original package in order to protect from light. 

 

Unopened product: 

18 months 

 

Diluted product: 

Chemical and physical in-use stability data has been demonstrated for 12 hours at 30°C. From 

microbiological point of view, the product should be used immediately. If not used immediately, in-use 

storage times and conditions prior to use are the responsibility of the user and would normally not be longer 

than 24 hours at 2-8°C, unless reconstitution has taken place in controlled and aseptic conditions.  

 

Special precautions for disposal and other handling 

The reconstituted solution should be inspected visually for particulate matter and discoloration prior to 

administration. Only clear solution should be used. For single use only. 

 

When administering a 20 mg dose, only half of the reconstituted solution should be used. Any unused 

solution should be discarded. 

 

Esomeprazole injection 

To prepare a solution for injection: 

 

Injection 40 mg 

A solution for injection is prepared by adding 5 ml of 0.9% sodium chloride for intravenous use to the vial 

with esomeprazole. 

The reconstituted solution for injection is clear and colourless to very slightly yellow. 

 

Esomeprazole infusion 

To prepare a solution for infusion: 

 

Infusion 40 mg 

A solution for infusion is prepared by dissolving the content of one vial with esomeprazole in up to 100 ml 

0.9% sodium chloride for intravenous use. 

The reconstituted solution for infusion is clear and colourless to very slightly yellow. 

 

Infusion 80 mg 

A solution for infusion is prepared by dissolving the content of two vials of esomeprazole 40 mg in up to 

100 ml of 0.9% sodium chloride for intravenous use. 

 

For further information on dose administration, please see SmPC section 4.2. 

 

Disposal 

Any unused product or waste material should be disposed of in accordance with local requirements. 
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