
Para-aminosalicylate sodium 
delayed-released granules  
60% w/w,  (Macleods 
Pharmaceuticals Ltd), TB156 

WHOPAR part 3 September 2011 
Section 6 updated: February 2019 

 

Page 1 of 7 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
PATIENT INFORMATION LEAFLET 

 



Para-aminosalicylate sodium 
delayed-released granules  
60% w/w,  (Macleods 
Pharmaceuticals Ltd), TB156 

WHOPAR part 3 September 2011 
Section 6 updated: February 2019 

 

Page 2 of 7 

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER 
 

p-aminosalicylate sodium (PAS sodium) delayed-release granules (60% w/w)* 
p-aminosalicylate sodium 

 
Read all of this leaflet carefully before you or your child start taking 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, health care provider or pharmacist. 
- This medicine has been prescribed for you or your child only. Do not pass it on to others. It may 

harm them, even if their signs of illness are the same as yours or as those of your child. 
- If you or your child get any side effects, talk to your doctor or pharmacist. This includes any 

possible side effects not listed in this leaflet. 
 

What is in this leaflet  

1. What p-aminosalicylate sodium delayed-release granules (60% w/w) is and what it is used for 
2. What you need to know before you take p-aminosalicylate sodium delayed-release granules 

(60% w/w) 
3. How to take p-aminosalicylate sodium delayed-release granules (60% w/w) 
4. Possible side effects 
5. How to store p-aminosalicylate sodium delayed-release granules (60% w/w) 
6. Contents of the pack and other information 
 
 
1. WHAT P-AMINOSALICYLATE SODIUM DELAYED-RELEASE GRANULES (60% 

w/w) IS AND WHAT IT IS USED FOR 
 

P-aminosalicylate sodium delayed-release granules (60% w/w) is indicated for the treatment of drug-
resistant tuberculosis in adults and children. 
 
2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE P-AMINOSALICYLATE 

SODIUM DELAYED-RELEASE GRANULES (60% w/w) GRANULES 
 
Do not take p-aminosalicylate sodium delayed-release granules (60% w/w): 

- if you are hypersensitive (allergic) to p-aminosalicylate sodium (PAS), or any of the other 
ingredients of p-aminosalicylate sodium delayed-release granules (60% w/w) (See section 6, What 
p-aminosalicylate sodium delayed-release granules (60% w/w) contains.) 

- if you have severe kidney disease 
 

Warnings and precautions 

P-aminosalicylate sodium delayed-release granules (60% w/w) may cause skin rash, including severe 
cases resulting in death.  

If you are on a sodium restricted diet for any reason, such as kidney problems, heart failure or high 
blood pressure, it is important that you inform your doctor, since p-aminosalicylate sodium delayed-
release granules (60% w/w) may then be unsuitable for you.  Treatment of children under age 1 also 
needs to be carefully considered by your doctor, due to the sodium in the product.    

                                                      
* Trade names are not prequalified by WHO. This is under local DRA responsibility. Throughout this WHOPAR 
the proprietary name is given as an example only. 
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It is important that your doctor or health care provider knows about all your symptoms, even when you 
think they are not related to tuberculosis infection.    
 

Other medicines and p-aminosalicylate sodium delayed-release granules (60% w/w) 

It is important that you tell your doctor, health care provider or pharmacist if you are taking or have 
recently taken any other medicines, including medicines obtained without a prescription. These may 
affect the action of p-aminosalicylate sodium delayed-release granules (60% w/w), or p-
aminosalicylate sodium delayed-release granules (60% w/w) may affect their action. Side effects of 
either medicine may become worse and/or the medicines may become less effective. 
 
P-aminosalicylate sodium delayed-release granules (60% w/w) may affect isoniazid (INH), another 
medicine used to treat tuberculosis. Persons taking p-aminosalicylate sodium delayed-release granules 
(60% w/w) may also absorb vitamin B12 poorly. It may be necessary to take additional vitamin B12 if 
you are taking this product for more than one month. Your doctor will advise you about this.   
 
P-aminosalicylate sodium delayed-release granules (60% w/w) with food and drink 

P-aminosalicylate sodium delayed-release granules (60% w/w) may be taken without regard to food.   
 
Pregnancy and breast-feeding 

If you become pregnant, or are planning to become pregnant, you must contact your doctor or health 
care provider to discuss the potential benefits and risks of the tuberculosis therapy for you and your 
child. 
 
P-aminosalicylate sodium is present in breast milk.  Breast-feeding infants need to be monitored for 
side effects.   
 
Driving and using machines 

It is not known if p-aminosalicylate sodium delayed-release granules (60% w/w) can impair 
your ability to drive and to use machines.   
 
P-aminosalicylate sodium delayed-release granules (60% w/w) contains hydrogenated castor oil 
and sodium metabisulphite 

This medicinal product contains hydrogenated castor oil, which may cause stomach upset and 
diarrhoea. This medicinal product also contains sodium metabisulphite, which may rarely cause severe 
hypersensitivity reactions and bronchospasm. 
 
3. HOW TO TAKE P-AMINOSALICYLATE SODIUM DELAYED-RELEASE 

GRANULES (60% w/w) 
 
P-aminosalicylate sodium delayed-release granules (60% w/w) should always be taken exactly as 
described by the doctor or health care provider. You should check with your doctor, health care 
provider or pharmacist if you are not sure.  
 
In adults the dose of p-aminosalicylate sodium delayed-release granules (60% w/w) is 9.2 grams 
twice daily.   

In children the dose of p-aminosalicylate sodium delayed-release granules (60% w/w) is 345 
milligrams per kilogram per day, divided into two equal doses.  The total dose in children should not 
be above the dose for adults. A 2 grams measuring spoon is provided.   
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P-aminosalicylate sodium delayed-release granules (60% w/w) should be given with caution to 
children under age 1 year due to the sodium content. Your doctor will advise on this.   

Your doctor will decide on the duration of treatment that is suitable for you. 

 
If you take more p-aminosalicylate sodium delayed-release granules (60% w/w) than you should 

The effect of taking too much p-aminosalicylate sodium delayed-release granules (60% w/w) is not 
known.  If you take too many doses, immediately contact your doctor, health care provider or the 
nearest hospital emergency department for further advice.  
 
If you forget to take p-aminosalicylate sodium delayed-release granules (60% w/w) 

If you miss or forget to take a dose, the missed dose should be taken as soon as possible, unless the 
next regular dose is scheduled within 6 hours. 
Skip the missed dose if it is almost time for the next regular dose. 
You should not take a double dose to make up for forgotten individual doses.  
 
If you stop taking p-aminosalicylate sodium delayed-release granules (60% w/w) 

You should keep taking the medicine for as long as your doctor has ordered, even if you are feeling 
better.  If you stop the medicine too soon, the infection may not be completely cured. You should not 
stop treatment unless your doctor or health care provider says so. 
 
If you have any further questions on the use of this product, ask your doctor or health care provider or 
pharmacist.  
 
4. POSSIBLE SIDE EFFECTS 
 
Like all medicines, p-aminosalicylate sodium delayed-release granules (60% w/w) can cause side 
effects, although not everybody gets them. When treating tuberculosis, it is not always possible to be 
sure about unwanted effects caused by p-aminosalicylate sodium delayed release granules (60% w/w), 
and those caused by any other medicines you may be taking at the same time. For this reason, it is 
important that you inform the doctor or health care provider of any change in your health. 
 
The following side effects have been reported in patients treated with p-aminosalicylate sodium 
delayed-release granules (60% w/w): 

Common (greater than 1 in every 100 patients treated) side effects include nausea, vomiting, and 
abdominal pain.   

Uncommon side effects (greater than 1 in every 1000 patients treated but less than 1 in 100) include 
inflammation of the liver (hepatitis), and jaundice (skin and eyes turning yellow).   If you notice these 
you should inform the doctor or health care provider immediately. 
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Unknown:  The following side effects have been reported in patients treated with p-aminosalicylate 
sodium delayed-release granules (60% w/w). However, frequency estimates for these effects are not 
available: 

-thyroid problems, including swelling of the thyroid gland in the front of the neck 
-allergic reactions, including severe skin reactions with fever, blisters and involvement of the mucous 
membranes which may be life-threatening 
- vision problems caused by the optic nerve, brain inflammation 
- inflammation of the lungs (pneumonia) 
-diarrhea 
- low blood sugar 
- low blood cell counts, possibly leading to fatigue, weakness and shortness of breath, or increased 

susceptibility to infections 
-low potassium 
-blood clotting problems 
- inflammation of blood vessels 

If any of the side effects become serious, or if you notice any side effects not listed in this leaflet, 
please tell your doctor, health care provider or pharmacist as soon as possible. 
 
5. HOW TO STORE P-AMINOSALICYLATE SODIUM DELAYED-RELEASE 

GRANULES (60% w/w) 
 
Do not Store above 25oC. Store in dry place, protected from light. 
Keep this medicine out of the sight and reach of children. 
 
6. CONTENTS OF THE PACK AND OTHER INFORMATION 
 
What p-aminosalicylate sodium delayed-release granules (60% w/w) contains 

The active ingredient is p-aminosalicylate sodium.  
The other ingredients are: 
Sodium metabisulphite, microcrystalline cellulose, crospovidone, hydrogenated vegetable oil, 
hydrogenated castor oil, butylated hydroxyl toluene, ethyl cellulose, stearic acid, dibutyl phthalate, 
methacrylic acid-methyl methacrylate copolymer, purified talc, titanium dioxide, colour iron oxide red 
and colour quinoline yellow supra (see section 2, “P-aminosalicylate sodium delayed-release granules 
(60% w/w) contains hydrogenated castor oil and sodium metabisulphite”). 
 
What p-aminosalicylate sodium delayed-release granules (60% w/w) looks like and contents of 
the pack 

Brick red coloured enteric coated granules  
 
100 g granules packed in a triple laminated Alu/PET/Alu/LLDPE sachet. The sachet is further packed 
in a HDPE bottle along with a blue colour "4.6g measuring spoon (0.5g, 1.0g, 1.5g, 2.0g, 2.5g, 3.0g, 
3.5g, 4.0g and 4.6g marking) & tagger sealed" -Overflow Capacity–610 ml–650 ml. 
 
100 g granules packed in LDPE bag and placed in a triple laminated Alu/PET/Alu/LLDPE sachet. The 
sachet is further packed in a HDPE bottle along with a blue colour "4.6 g measuring spoon (0.5g, 1.0g, 
1.5g, 2.0g, 2.5g, 3.0g, 3.5g, 4.0g and 4.6g marking) and tagger sealed" – Overflow Capacity – 610 ml 
– 650 ml. 
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9.2g  granules  packed  in  a  triple  laminated  (Alu/PET/Alu/LLDPE)  sachet,  such  30  sachets  are 
contained in a box with the leaflet. The sachets are packed along with a blue colour "4.6g measuring 
spoon (0.5g, 1.0g, 1.5g, 2.0g, 2.5g, 3.0g, 3.5g, 4.0g and 4.6g marking). 
 
Supplier Manufacturer 

Macleods Pharmaceuticals Ltd  Macleods Pharmaceuticals Ltd. 
304, Atlanta Arcade,  Plot No.: 25-27 
Marol Church Road,  Sr No. 366, Premier Ind. Estate 
Andheri (East),  Kachigan, Daman (U.T) 
Mumbai- 400 059,  India 396 210 
India              
Phone: +91-22-56762800         Macleods Pharmaceuticals Ltd. 
Fax: +91-22-2821 6599          Block No.: N-2, Village Theda 
E-mail: exports@macleodspharma.com        P.O. Lodhi Majra,  
            Tehsil Nalagarh, Dist.:Solan, 
            Himachal Pradesh 
              India 
            Tel: +97-07795 667400 
            Fax: +91-01795 661452 
 
       
For any information about this medicinal product, please contact the local representative of the 
supplier: 
 
KENYA 
Sai Pharmaceuticals Ltd. 
Unit C1, White Field Place 
School Lane Westlands,  
Kenya 
 

RUSSIA 
Advanced Trading Corporation 
Limited  
19, Gamalei Str.. korpus 2  
1-st Floor, Moscow, Russia -
123098. 
Tel.: +7 (499) 193-71-11;+7 
(499) 190-97-10;+7 (499) 720-
43-80; Fax: +7 (495) 942-52-
81; E-mail: info@atcl.ru 
 

THE NETHERLANDS 
International Dispensary 
Association 
P.O.Box 37098, 
1030 AB Amsterdam, 
The Netherlands. 
Tel : 003120-4033051 
Fax : 03120-4031854 

DENMARK 
Mission Pharma 
A/S.Vassingeroedvej 9. 
DK-3540 Lynge 
DENMARK. 
Tel : 45 48163200  
Fax : 45 48163248 

KAZAKHSTAN 
Macleods 
PharmaceuticalsLimited 
65a, Zibek Zoli Street, 
Corner Kunaeva, Office-326 
Almaty- 050004 
Kazakhstan 
Telephone - +7-3272-735360 
Mobile - +7 -300- 7478995 
 

MALAYSIA 
Zulat Pharmacy SDN,  
BHDNo.23  & 23A Jalan Bandar 3, 
Taman Melawati, 53100  
Kuala Lumpur, MALAYSIA. 
Tel : 603 41070620 / 41072061/ 
4057451 

PHILIPPINES 
OEP PHILIPPINES,Inc, 
Unit 606 SEDCCO 1 Bldg. cor. 
Rada & Legaspi Sts, 
Legaspi Village, Makati City, 
Manila, Philippines 
Tel : 00632 8151209 

SRILANKA 
Pettah Pharmacy Ltd                                                               
3/1 Leyden Bastian Rd                                                              
York Arcade Bldg                                                                 
Colombo -01, Srilanka                                           
Tel: 94 112 431214 / 438591                                 
 

THAILAND 
ABC Pharmalab (Thailand) Co. Ltd. 
1848, Jaransanitwong Rd, SOI 65 
Bangbamru, Bangplad, 
Bangkok, 10700 
Thailand. 
Tel: 662 433 0246 9 

mailto:macleods@vsnl.com
mailto:info@atcl.ru
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ETHIOPIA 
General Chemicals & Trading 
Pvt. Ltd. Co,  
P.O.Box 5620,   
Addis Ababa, Ethiopia. 
Fax: 002511 514979 

CAMBODIA 
Curewel International Co ltd 
No.34, Street 208, 
Sangket Boeung Raing 
Khan Daun Penh, 
Phnom Penh, Cambodia. 
Tel: 855 23 210422 
 

NAMIBIA 
Medivision (Pty) Limited 
No. 6 Copper str. 
Prosperita 
Windhoek 
Namibia. 

TANZANIA 
Tata Holdings (Tanzania Ltd.) 
Nyerere Road (Pugu Road) 
P.O.Box 31471  
DAR ES SALAM, Tanzania. 
Tel : 00255744393633/ 255 22 
28622589 

UGANDA 
NORVIK ENTERPRISES 
LTD., 
Physical Address: 
# 78/3, KAMPALA ROAD, 
(Opp.Sure House), 
Kampala, Uganda. 
Tel.: +256-41-346670 / 
251067 
 

ZAMBIA 
Prime Pharmaceuticals Limited 
Cusa House, 1st Floor,Cairo Road,  
P.O.Box 32072,Lusaka,  
ZAMBIA. 
Tel : 002601-222070 
 
 

ZIMBABWE 
Medivision Zimbabwe (PTY 
LTD) 
33 Craster Road 
Southern Harare 
Zimbabwe 
Tel: +263 42 53 445 
 

MYANMAR 
Shwe Kyar Gyi Co., Ltd  
No: (84), 12th Street, 
Lanmadan Township,    
Yangon, Myanmar                                                               
Tel : 951- 212433 / 227028 

GEORGIA 
MRG-Marketing and research 
Group Rep. Office Georgia 
33-a Paliashvili st. 0071 
Tbilisi, Georgia 
Tel :  (+ 995 32) 23 01 06   

BOTSWANA 
Pharmavision (Pty) Ltd  
Mere Properties T/A 
Pharmavision 
Unit 15 Serwalo House 
Plot 55 
Gaborone International 
Commerce Park 
Gaborone, Botswana 
Tel - +267 3184181 
Fax - +267 3184182 
 

KYRGYZSTAN 
INTERPHARMA 
902 Vikram Towers,  
16 Rajendra Place,  
New Delhi 110 008 
Tel : 011-25869291/ 
25863290/51538617 
  

COLOMBIA 
VESALIUS PHARMA LTD 
A.CRA. 19 C NO. 86-14 OF. 602  
EDIFICIO PARMA, BOGOTA,  
D.C. - COLOMBIA  
 

 
 
This leaflet was last approved in July 2011.  
Section 6 updated in May 2014. 
Section 6 updated in February 2019. 
 
  
Detailed information on this medicine is available on the World Health Organization (WHO) web site: 
https://extranet.who.int/prequal/ 
 

https://extranet.who.int/prequal/
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