
 

 
Date: 09th April 2019 
 

INFORMATION FOR HEALTHCARE PROFESSIONALS 
 
 
 
To: Healthcare Professionals  
 
Re: Supply of Noradrenaline (Norepinephrine) 1:1000 Concentrate For Solution For Infusion (PA0822/219/001) 
 
Pfizer Healthcare Ireland would like to advise you of a temporary supply issue of the above product. The reason 
for this temporary interruption to supply is due to a manufacturing delay. We anticipate the unavailability of this 
stock from the 06th May 2019. Pfizer Healthcare Ireland is working diligently to resolve the supply shortage and 
resume supply as soon as possible. We regret any inconvenience caused by this temporary supply interruption to 
the market. 
Please circulate this notification to key stakeholders as appropriate so that prescribers of this medicine are 
informed. 
 
The reason for the interruption in supply does not impact the quality, safety or efficacy of the finished product 
currently available on the market. 
 
Pfizer Healthcare Ireland has obtained supply of an unlicensed product, Levophed Bitartrate Concentrate for 
Solution for Infusion which can be supplied through the exempt medicinal product (EMP) framework. There are 
significant differences in the composition of this unlicensed product and that of the licensed Noradrenaline 
Concentrate for Solution for Infusion product. The unlicensed product, Levophed Bitartrate Concentrate for 
Solution for Infusion is approved for the US market and will be supplied in response to a bona fide order for this 
EMP presentation. HCPs should carefully assess the differences between the products prior to any exempt 
presentation order request. 
 
Please note the exempt medicinal product will be available to order through United Drug Wholesale only. 
 
 
Please note the US product is a vial which contains 4mls of solution as opposed to the Irish ampoule which 
contains only 2mls.   
 
Also of note is the US product contains sodium metabisulfite which the Irish product does not, thereby 
presenting a risk of allergic reaction in certain susceptible patients.  
 
The US packs are labelled with Lot No. 890353A.  The concentration in terms of noradrenaline base is identical 
in both the Irish and US products (1:1000 = 1mg/ml), but the total quantity of noradrenaline base in the 
ampoules differs due to the difference in ampoule size between the Irish and US product; 2mg noradrenaline base 
in Irish product, but 4mg noradrenaline base in the US product.   
 
For your awareness the key differences between Noradrenaline (Norepinephrine) 1:1000 Concentrate for Solution 
for Infusion (PA0822/219/001) and Levophed Bitartrate Concentrate for Solution for Infusion product have been 
highlighted in the table below. 



 

 
 
 
Table 1.  Notable differences between the US and Irish product 
Attribute McPherson US Vial Liscate Amp for Ireland 
Product Name Levophed Noradrenaline (Norepinephrine) 1:1000 
Strength 1 mg base/mL 1 mg base/mL (sulfite-free) 
Active Constituent Norepinehrine  Bitartrate Noradrenaline Tartrate 
Pharmaceutical Form Sterile Injection, for Intravenous 

Infusion only 
Concentrate for Solution for Infusion 

Primary Container Vial - 5 mL Type I amber tubing 
glass vial 

Ampoule - 2 mL Type 1 flint glass 
colourless ampoule  
Brown colour break 

No. of packs 10 vials of 4mls; Each vial contains 4 
ml of concentrate for solution for 
infusion 

5 ampoules of 2 mls; Each ampoule contains 
2 ml of concentrate for solution for infusion. 

Dilution details LEVOPHED should be diluted in 5 
percent dextrose injection or 5 
percent dextrose and 
sodium chloride injections. These 
dextrose containing fluids are 
protection against significant loss 
of potency due to oxidation. 
Administration in saline solution 
alone is not recommended. 
Whole blood or plasma, if indicated 
to increase blood volume, should be 
administered separately 
(for example, by use of a Y-tube and 
individual containers if given 
simultaneously). 
 

Dilute before use with glucose 5% solution 
or sodium chloride 9 mg/ml (0.9%) with 
glucose 5 % solution. These dextrose 
containing fluids are protection against 
significant loss of potency due to oxidation. 
Administration in saline solution alone is 
not recommended as deterioration occurs 
more rapidly in normal saline than in 
dextrose solution. Either add 2 ml 
concentrate to 48 ml glucose 5% solution 
(or sodium chloride 9 mg/ml (0.9%) with 
glucose 5% solution) for administration by 
syringe pump, or add 20 ml of concentrate 
to 480 ml glucose 5 % solution (or sodium 
chloride 9 mg/ml (0.9%) with glucose 5% 
solution) for administration by drip counter.  
In both cases the final concentration of the 
infusion solution is 40 mg/litre 
norepinephrine base (which is equivalent to 
80 mg/litre norepinephrine tartrate).  
Dilutions other than 40 mg/litre 
norepinephrine base may also be used (see 
section 4.2).  If dilutions other than 40 
mg/litre norepinephrine base are used, check 
the infusion rate calculation carefully before 
starting treatment. 
 
The diluted solution should be used 
immediately after preparation. 
 

Storage Conditions Store at 20 to 25°C (68 to 77°F); 
excursions permitted to 15 to 30°C 
(59 to 86°F). [See USP 
Controlled Room Temperature.] 
Protect from light. 
 

Do not store above 25°C.  Keep ampoules in 
the outer carton in order to protect from 
light  
 

Expiry 18 months 18 months 
MAH Distributed by Hospira Inc, Lake 

Forest, IL 60045 USA  
Pfizer Healthcare Ireland 

Registration / License 
number 

007513 
 
 

PA 0822/219/001 

Drug Product 
Manufacturer 

McPherson, KS Liscate, Italy 



 

Warnings Contains sodium metabisulfite (Not 
More Than 0.2mg/ml), a sulfite that 
may cause allergic-type reactions 
including anaphylactic symptoms and 
life-threatening or less severe 
asthmatic episodes in certain 
susceptible people.  

Does not contain preservatives 

TSE Certification TSE compliant TSE compliant 
 
 
Similarly, there are warnings which are on the Irish carton which do not appear on the US packaging.  They 
should nevertheless be followed and are as follows: 
 
Carton 

• Keep out of the sight and reach of children 
• The US product contains sulfites and this is on the US carton 

 
 
Please ensure all relevant staff are made aware of the content of this letter. 
 
For further information on your medicine please contact Medical Information at the following 
Address: Pfizer Healthcare Ireland, 9 Riverwalk, National Digital Park, Citywest Business Campus, Dublin 24, 
Ireland. Phone: 1-800 633 363, Fax: 01 467 6501 or Email: eumedinfo@pfizer.com 
 
 
Yours faithfully, 
 

 
Maura Kinahan  
Hospital Medical Lead 
Pfizer Healthcare Ireland 

mailto:eumedinfo@pfizer.com

