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LAY SUMMARY 
 
On 7 December 2012, the MHRA granted Jubilant Pharmaceuticals nv Marketing 
Authorisations (licences) for the medicinal products Medical Oxygen 100% Medicinal 
gas, compressed (PL 19156/0091) and Liquid Medical Oxygen 100% Medicinal gas, 
cyrogenic (PL 19156/0092). These are general sales licence medicines (legal status 
GSL) containing the active substance oxygen.  
 
These products contain oxygen, a gas that is essential for life. Treatment with oxygen 
can take place under normal pressure (normobaric oxygen therapy) and under high 
pressure (hyperbaric oxygen therapy). 
 
Oxygen therapy at normal pressure can be used to treat: 
•  low oxygen concentration of the blood or of a specific organ, or to prevent this 

from happening 
•  cluster headaches (a specific headache with short and very severe attacks on one 

side of the head) 
 
Oxygen therapy at high pressure should only be administered by qualified healthcare 
professionals in order to avoid the risk of injury due to strong fluctuations in pressure. 
Oxygen therapy at high pressure can be used: 
•  for the treatment of serious carbon monoxide poisoning (e.g., when the patient is 

unconscious) 
•  for the treatment of the bends (decompression disease) 
•  for the treatment of a obstruction in the heart or blood vessels caused by bubbles 

(gas or air embolism) 
•  for the support treatment in cases of bone loss after radiotherapy  
•  for the support treatment in cases of dying tissue as a result of an injury infected 

with gas-producing bacteria. 
 
No new or unexpected safety concerns arose from these applications and it was, 
therefore, judged that the benefits of taking Medical Oxygen 100% Medicinal gas, 
compressed (PL 19156/0091) and Liquid Medical Oxygen 100% Medicinal gas, 
cyrogenic (PL 19156/0092) outweigh the risks, hence Marketing Authorisations have 
been granted. 
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INTRODUCTION 
 
Based on the review of the data on quality, safety and efficacy, the UK granted 
Marketing Authorisations for the medicinal products Medical Oxygen 100% 
Medicinal gas, compressed (PL 19156/0091) and Liquid Medical Oxygen 100% 
Medicinal gas, cyrogenic (PL 19156/0092) on 7 December 2012 to Jubilant 
Pharmaceuticals nv.  
 
These are applications for Medical Oxygen 100% Medicinal gas, compressed and 
Liquid Medical Oxygen 100% Medicinal gas, cyrogenic, submitted as abridged 
simple applications according to Article 10c of Directive 2001/83/EC, cross-referring 
to Medical Oxygen 100% Medicinal gas, compressed (PL 35326/0008) and Liquid 
Medical Oxygen 100% Medicinal gas, cyrogenic (PL 35326/0006), which were 
originally granted licences to SOL SpA on 17 January 2012.  
 
These are general sales licence medicines (legal status GSL), indicated for the 
following: 
Normobaric oxygen therapy: 
 Treatment or prevention of acute or chronic hypoxia.  
 Treatment of cluster headache. 
 
Hyperbaric oxygen therapy 
 Treatment of serious carbon monoxide poisoning. (In the case of carbon monoxide 

poisoning, hyperbaric oxygen therapy is considered essential for patients who 
have lost consciousness; neurological symptoms, cardiovascular failure or serious 
acidosis; or pregnant patients (all of these indications irrespective of COHb 
content)). 

 Treatment of decompression sickness, or of air/gas embolism of a different origin.  
 As supporting treatment in cases of osteoradionecrosis. 
 As supporting treatment in cases of clostridial myonecrosis (gas gangrene). 
 



UKPAR Medical Oxygen 100% Medicinal Gas  PL 19156/0091-2 

 5

PHARMACEUTICAL ASSESSMENT 
 
LICENCE NO:  PL 19156/0091-2 
PROPRIETARY NAME: Medical Oxygen 100% Medicinal gas, compressed and 
Liquid Medical Oxygen 100% Medicinal gas, cyrogenic 
ACTIVE(S): Oxygen 
COMPANY NAME: Jubilant Pharmaceuticals nv 
E.C. ARTICLE: Article 10c (formerly Article 10.1(a)(i)) of Directive 2001/83/EC) 
LEGAL STATUS: GSL 
 
1. INTRODUCTION 
These are simple, piggyback applications for Medical Oxygen 100% Medicinal gas, 
compressed (PL 19156/0091) and Liquid Medical Oxygen 100% Medicinal gas, 
cyrogenic (PL 19156/0092) submitted under Article 10c (formerly Article 10.1(a)(i)) 
of Directive 2001/83/EC). The proposed MA holder is Jubilant Pharmaceuticals nv, 
Axxes Business Park, Guldensporenpark 22 – Block C, 9820 Merelbeke, Belgium. 
 
The applications cross-refer to Medical Oxygen 100% Medicinal gas, compressed 
(PL 35326/0008) and Liquid Medical Oxygen 100% Medicinal gas, cyrogenic 
(PL 35326/0006), which were originally granted licences to SOL SpA on 
17 January 2012. 
 
The current applications are considered valid.  
 
2. MARKETING AUTHORISATION APPLICATION FORM 
2.1 NAME(S) 
The proposed names of the products are Medical Oxygen 100% Medicinal gas, 
compressed and Liquid Medical Oxygen 100% Medicinal gas, cyrogenic. The 
products have been named in-line with current requirements. 
 
2.2 Strength, pharmaceutical form, route of administration, container and pack 
sizes 
Medical Oxygen is stored in gas cylinders in a gaseous state and under a pressure of 
200 bar (at 15°C). The cylinders are made of steel or aluminium. The valves are made 
of brass, steel or aluminium. The products are stored in a range of sizes, each 
containing a specific volume of oxygen.  
 
The proposed shelf-life (see Section 6.3 of the SmPC for each product) and storage 
conditions (see Section 6.4 of the SmPC for each product) are consistent with the 
details registered for the cross-reference products.  
 
2.3 Legal status 
On approval, the products will be available as general sales licence (legal status GSL) 
medicines.   
 
2.4 Marketing authorisation holder/Contact Persons/Company 
Jubilant Pharmaceuticals nv, Axxes Business Park, Guldensporenpark 22 – Block C, 
9820 Merelbeke, Belgium. 
 
The QP responsible for pharmacovigilance is stated and his CV is included.   
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2.5 Manufacturers 
The proposed manufacturing sites are consistent with those registered for the 
cross-reference product and evidence of Good Manufacturing Practice (GMP) 
compliance has been provided.   
 
2.6 Qualitative and quantitative composition 
The proposed composition is consistent with the details registered for the 
cross-reference products.   
     
2.7 Manufacturing process 
The proposed manufacturing process is consistent with the details registered for the 
cross-reference products and the maximum batch sizes are stated.   
 
2.8 Finished product/shelf-life specification 
The proposed finished product specifications are in line with the details registered for 
the cross-reference products.  
 
2.9 Drug substance specification 
The proposed drug substance specification is consistent with the details registered for 
the cross-reference product.   
 
2.10 TSE Compliance 
There are no excipients in either product. This is consistent with the cross-reference 
products.  
 
3.  EXPERT REPORTS 
The applicant has included detailed expert reports in Module 2 of the applications. 
Signed declarations and copies of the experts’ CVs are enclosed in Module 1.4 for the 
quality, non-clinical and clinical experts. All are considered to have sufficient 
experience for their responsibilities.   
 
4. PRODUCT NAME & APPEARANCE  
See 2.1 for details of the proposed product names. The appearance of the products is 
identical to the cross-reference products. 
 
5. SUMMARY OF PRODUCT CHARACTERISTICS (SmPC) 
The proposed SmPCs are consistent with the details registered for the cross-reference 
products.   
6. PATIENT INFORMATION LEAFLET (PIL)/CARTON  
PIL 
The patient information leaflet has been prepared in-line with the details registered for 
the cross-reference products.   
 
Carton and blister 
The proposed artwork is comparable to the artwork registered for the cross-reference 
products and complies with statutory requirements. The applicant has provided a 
suitable justification for not including Braille on the outer packaging. As these 
products will be used by healthcare professionals, this is accepted. 
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7. CONCLUSIONS  
The data submitted with these applications are acceptable. From a quality perspective, 
Marketing Authorisations should be granted. 
 
 

NON-CLINICAL ASSESSMENT 
 
No new non-clinical data have been supplied with these applications and none are 
required for applications of this type. 

 
CLINICAL ASSESSMENT 

 
No new clinical data have been supplied with these applications and none are required 
for applications of this type. 
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OVERALL CONCLUSION AND BENEFIT/RISK ASSESSMENT 
 
QUALITY 
Medical Oxygen 100% Medicinal gas, compressed and Liquid Medical Oxygen 100% 
Medicinal gas, cyrogenic are identical to the already licensed reference products. The 
products are, therefore, pharmaceutically satisfactory. 
 
NON-CLINICAL  
No new non-clinical data were submitted and none are required for applications of 
this type. 
 
CLINICAL PHARMACOLOGY/EFFICACY 
No new clinical pharmacology/efficacy data have been submitted with these 
applications and none are required for applications of this type. 
 
SAFETY 
No new safety data have been submitted with these applications and none are required 
for applications of this type. 
 
No new or unexpected safety concerns arise from these applications. 
 
The SmPCs, PIL and labelling are satisfactory. 
 
BENEFIT-RISK ASSESSMENT 
The quality of the products is acceptable and no new non-clinical or clinical safety 
concerns have been identified. Extensive clinical experience with oxygen is 
considered to have demonstrated the therapeutic value of the compound. The 
benefit/risk is, therefore, considered to be positive. 
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MEDICAL OXYGEN 100% MEDICINAL GAS, COMPRESSED 

PL 19156/0091 
 

LIQUID MEDICAL OXYGEN 100% MEDICINAL GAS, CRYOGENIC 
PL 19156/0092 

 

STEPS TAKEN FOR ASSESMENT 

  
1 The MHRA received the marketing authorisation applications on 07 February 

2012 
 

2 Following standard checks and communication with the applicant, the MHRA 
considered the applications valid on 27 April 2012 
 

3 Following assessment of the application, the MHRA requested further 
information relating to the dossiers on 13 July 2012 
 

4 The applicant responded to the MHRA’s requests, providing further information 
on 24 July 2012 
 

5 The applications were determined on 7 December 2012 
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MEDICAL OXYGEN 100% MEDICINAL GAS, COMPRESSED 
PL 19156/0091 

 
LIQUID MEDICAL OXYGEN 100% MEDICINAL GAS, CRYOGENIC 
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STEPS TAKEN AFTER AUTHORISATION - SUMMARY 

  
Date 
submitted 

Application 
type 

Scope Outcome 
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Summary of Product Characteristics and Patient Information Leaflet  
The current approved UK versions of the Summary of Product Characteristics 
(SmPCs) and Patient Information Leaflet (PILs) for these products is available on the 
MHRA website. 
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Labelling 
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