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ANTIINFECTIVE THERAPY
ADVANCED ADMINISTRATION AND CONVENIENT HANDLING  

WITH B. BRAUN SYSTEM SOLUTION
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B. BRAUN – YOUR SYSTEM  
PARTNER IN INFUSION THERAPY
Anyone striving to improve people’s health must examine the tasks at hand and meet 
them head on. They must constantly gain understanding, recognize new opportunities 
and be passionate and committed to finding effective solutions. This philosophy unites 
us at B. Braun and we express it with our promise of sharing expertise.

As a leading company in the area of infusion therapy we constantly seek constructive 
dialog with physicians, pharmacists, nursing staff, hospital managers, and patients in 
order to gain insights for progress in these omnipresent treatments and routines. Our 
guiding aims: Limiting risks. Simplifying procedures. Enhancing safety. 

Based on this exchange, our broad knowledge and more than 175 years of experience 
B. Braun focused on the most important and challenging kinds of infusion therapy to 
develop helpful products and define how to use and combine them in the most efficient 
way. Follow us and let us set higher standards for the safety of patients and healthcare 
professionals together - as your system partner.

Antiinfective therapy is a crucial part of the infusion 
therapy. The wide range of drugs and possibilities of 
use bears different risks as well for patients as for 
healthcare professionals. The consequences of those 
risks on the health of the individual are often under-
estimated and may lead to significant costs for the 
hospital.

Based on clinical evidence, B. Braun has identified the 
major risks that may occur during the main steps of 
antiinfective therapy process, from prescription to  
application and also to the discharge of the patient.

With our wide-ranging experience in infusion therapy,
we prepared a matching portfolio for antiinfective
therapy for more efficient workflows, in order to  
improve treatment quality and safety of your staff  
and your patients.

Because safety is essential.

ANTIINFECTIVE THERAPY
A SYSTEM SOLUTION 
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ANTIINFECTIVE THERAPY WITH B. BRAUN
BECAUSE SAFETY IS ESSENTIAL

Take care. You deserve to be protected. 
Antiinfectives are an important and common part of patient 
treatment. As in any other infusion therapy, patient access, 
preparation and application of these drugs are related to some 
risks – for patients as well as for healthcare professionals. 
Being aware of these hazards it is important to avoid incidents 
and to protect the health of you and your patients. 

In line with our promise sharing expertise, B. Braun commu-
nicates its knowledge and experience about processes and 
procedures in order to protect users and patients from any 
harmful effects on well-being. Driven by this claim we  
developed www.safeinfusiontherapy.com

Based on the analysis of existing literature, we summarized 
the major risk factors which may occur during infusion the- 
rapy. To face and mitigate these hazards we suggest product 
systems and solutions which contribute to advanced and 
more efficient workflows.

Visit our website, learn more and exhaust your possibilities of 
protective infusion therapy. Because safety is essential.

Get access to the full protective potential at 
www.safeinfusiontherapy.com
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After hospitalization, patients may have  
to continue the therapy at home. Therefore,  
IV solutions have to be delivered in alter-
native ways, to allow for a more comfort-
able treatment.

B. Braun offers appropriate solutions for 
homecare to provide a user-friendly  
support even after hospital stay.

The delivery of medication to the patient 
in the antiinfective therapy requires a set-
up of a complex system of medical devices 
as well as a high concentration of the 
healthcare worker.

The B. Braun product portfolio provides a 
closed system and offers you a convenient 
solution for safe drug application. The 
porfolio of ready-to-use and safety appli-
cation devices help to reduce medication 
and dosage errors.

Lots of drugs are not available in a ready-
to-use format and have to be diluted,  
reconstituted or admixed with others to 
suit patients` therapeutic needs. During 
drug preparation and transportation 
healthcare workers have to ensure that  
no spillages occure.

To provide support for healthcare workers 
B. Braun serves a wide product range to 
improve the admixture process and the 
transportation.

Within the antiinfective therapy several 
treatments are possible. Depending on  
the individual infection of the patient,  
the appropriate medication and treatment 
regime has to be determined for the par-
ticular prescription.

To assist you in this process B. Braun de-
veloped programming and documentation 
systems to work out the particular treat-
ment. Additionally, B. Braun offers you 
ready-to-use IV solutions to support the 
daily routine.

To establish an access to the patient’s  
venous system several types of devices  
are required. Based on the patient con- 
dition and solution to be administered,  
the infusion is mainly achieved by using  
a venous access.

To enable improved delivery of the medi- 
cation to the patient, B. Braun provides 
suitable product solutions with protective 
features around the access route. 

Know intuitively what to do. See the effect of your 
activities. To support improved workflows, we  
identified five stages of infusion therapy and  

developed products aligned to these steps. By  
combining them in the suggested way, they create 

an improved system solution.

Establish safety in antiinfective therapy.  
Together with us.

ANTIINFECTIVE THERAPY 
SYSTEM SOLUTIONS SUPPORTING  
THE WHOLE PROCESS
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(For prescribing information please refer to page 31) (For prescribing information please refer to page 32) (For prescribing information please refer to page 33) (For prescribing information please refer to page 34) (For prescribing information please refer to page 35)

Gentamicin is recommended for various indications (main-
ly caused by aerobic gram-negative bacteria) including:

· Nosocomial lower respiratory tract infections  
 including severe pneumonia

· Intra-abdominal infections including peritonitis

· Complicated and recurrent urinary tract infections

· Septicemia including bacteremia

· Surgical infections

Fluconazol is indicated for the treatment and  
prophylaxis of several fungal infections. For a  
detailed list of indications please refer to the  
prescribing information. 

Tobramycin is recommended for various indications (main-
ly caused by aerobic gram-negative bacteria) including:

· Exacerbation of lower respiratory tract infections  
 in patients with cystic fibrosis

· Nosocomial lower respiratory tract infections  
 including severe pneumonia

· Complicated and recurrent urinary tract infections

· Intra-abdominal infections

Ecoflac® plus is free of PVC and DEHP, providing 
compatibility for admixture with a high number of 
pharmaceuticals. The ergonomic design of the con-
tainer helps to reduce the risks of sharps injuries and 
makes the container handling more convenient. 

IV & READY-TO-USE SOLUTIONS 
SUPPORT THE DAILY ROUTINE

Injectable Drugs from B. Braun feature antibacterial and antifungal drugs in intravenous 
ready-to-use (RTU) formulations filled in Ecoflac® plus containers.

Ready-to-use medicines from B. Braun make mixing steps a thing of the past.

Metronidazole is recommended for various  
indications including:

· Central nervous system infections

· Lung and pleura infections

· Gastrointestinal tract and the abdominal  
 area infections

· Gynecological infections

Amikacin is recommended for various indications (main-
ly caused by aerobic gram-negative bacteria) including:

· Nosocomial lower respiratory tract infections  
 including severe pneumonia

· Intra-abdominal infections including peritonitis

· Complicated and recurrent urinary tract infections

· Post-operative intraabdominal infections

Metronidazole B. Braun Amikacin B. BraunGentamicin B. Braun Fluconazole B. BraunTobramycin B. Braun Ecoflac® plus
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INTUITIVE CONTROL 
IN VENOUS ACCESS

It is estimated that at least 75 % of inpatients have a venous ac-
cess at some point in their stay at the hospital. B.Braun offers  
a wide range of products to make an IV access efficient from 
start to finish.

Omniflush® is a ready-to-use flush
syringe, which supports the improvement
of the flushing process of IV access
devices. It eliminates preparation steps 
and thus helps to prevent the risk of  
contamination during preparation
of the flush solution.

The adhesive transparent film of  
Askina® Secure IV with border helps  
to assure an easy and stable fixation 
of the catheter and reduces catheter 
movement.

Askina® Secure IV Omniflush®

The central venous catheter Certofix® 
protect reduces the risks of microbiological 
contamination and catheter-related 
blood stream infections thanks to an 
antimicrobial protective coating, which 
does not release active agents and 
hence helps to avoid adverse systemic 
reactions.1

Certofix® protect

Extension lines with Caresite® allow 
manipulation of the catheter away 
from the insertion site to reduce move-
ment of the IV Catheter inside the vein.

Extension Line 
with Caresite®

Introcan Safety® 3 is equipped with a 
multi-access septum to protect clinicians 
and patients from blood exposure during 
catheter insertion and while disconnecting 
a device from the catheter hub. The double 
flashback technology helps the user iden-
tifying whether the catheter is correctly 
placed inside the vein, reducing the risk of 
extravasation with harzadous drugs.

Introcan Safety® 3

Discofix® C Closed System combines 
the advantages of Discofix® C, which 
stands for resistance to stress cracking 
and of Safeflow, which offers convenient 
and needle-free access for injection, 
aspiration or parallel infusions as  
a closed system.

Discofix® C Closed System

Softa® Cloth CHX 2 % is a ready-to-
use tissue which can be used as a dis-
infecting cleaner prior to line access, 
for instance on needle-free swabable 
valves. SwabCap® is a disinfection cap 
for needle-free swabable valves which 
also acts as a physical barrier to touch 
and airborne contamination between 
line accesses. 

Softa® Cloth CHX 2% 
and SwabCap® 

The hand disinfection for sensitive skin. 
Active against bacteria incl. MRSA, 
mycobacteria (M. terrae), fungi, viruses 
(including HBV / HIV / HCV, herpes 
simplex, vaccinia, rota, noro, adeno).

Softa-Man®
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PREPARATION 
ON THE WARD

In the preparation process of drugs and infusion solutions, healthcare workers 
are faced with significant risks such as needlestick injuries, chemical and mi-
crobial contamination. B. Braun provides a wide range of safety products for 
the complete drug preparation process.

The mild wash lotion with skin 
neutral pH for the protection 
of sensitive skin, ideal for 
frequent use.

Softaskin®

Mini-Spike® 2 is designed for 
a safe and convenient transfer 
of fluids between containers 
and syringes to prevent from 
microbial, chemical and par-
ticulate contamination.

Mini-Spike® 2

The hand disinfection for 
sensitive skin. Active against 
bacteria incl. MRSA, mycobac-
teria (M. terrae), fungi, viruses 
(including HBV / HIV / HCV, 
herpes simplex, vaccinia, rota, 
noro, adeno).

Softa-Man®

Mini-Plasco® connect is made 
of polyethylene and is virtually 
unbreakable. The needle-free 
Luer Lock connection elimi-
nates the risk of sharps injuries. 
Vent-free aspiration in one 
single step helps to reduce the 
exposure of the solution to 
environmental air.

Mini-Plasco® connect

The ready-to-use wipes  
(unfolded 162 mm x 150 mm) 
with 2 % Chlorhexidine gluco-
nate (CHX) for surface disinfec-
tion and decontamination of 
medical devices.

Softa® Cloth CHX 2%

The highly transparent 3-piece 
Luer Lock syringe has a high 
contrast graduation that  
allows good readability during 
drug preparation. A plunger 
backstop helps to prevent 
unintentional plunger with-
drawals when admixing anti-
infectives.

Omnifix®

Filter straws for withdrawal of 
fluid from glass ampoule. The 
integrated 5 µm filter enables 
the reduction of particle con-
tamination. To increase the 
convenience of use with all 
types of glass ampoules, the  
filter straws are available  
either in 4.5 cm or 10 cm.

Sterifix® Filter Straw

Together with Ecoflac® plus,  
Ecoflac® Connect offers a closed 
system, which helps to prevent 
drug exposure and potential  
entry of bacteria. The needle- 
free technologies and handling  
concept are designed to effi-
ciently improve antiinfective 
drug preparation.2

Ecoflac® plus and  
Ecoflac® Connect

Vasco® gloves are available in 
sterile and non-sterile, latex and 
latex-free versions, to suit all 
needs and help users to be pro-
tected from contact with haz-
ardous drugs. We recommend 
the sterile versions of Vasco® 
gloves for drug preparations in 
aseptic conditions.

Vasco® gloves,  
sterile and non-sterile

Meliseptol® Foam is a fast act-
ing disinfectant for small sur-
faces and non-invasive medical 
devices. It is active against 
bacteria, fungi, TbB, enveloped 
viruses and Rota-, Polyoma- & 
Norovirus. Also available as 
dispenser box and flow packs.

Meliseptol® Foam pure /  
Wipes sensitive
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Drug application in one crucial and sensitive step in the Infusion Therapy pro-
cess. Especially in the field of antiinfectives this process is done in a high  
frequency in the daily routine of an healthcare worker. The high amount of  
infusions done per day exposes the healthcare worker and the patients to 
many risks. In order to reduce workload and risks to occur B. Braun is offering  
a convenient safety portfolio for an application via gravity, pump or for the 
application of the drug through a bolus.

With its accurate flow rate, 
Infusomat® Space allows a 
constant drug delivery to the 
patient and a better monitor-
ing of the infusion. The treat-
ment profile can be preconfig-
ured, avoiding complexity and 
preventing medication errors 
by soft and hardlimits.

Infusomat® Space

Omniflush® is a ready-to-use 
flush syringe, which supports 
the improvement of the flush-
ing process of IV access devices. 
It eliminates preparation steps 
and thus helps prevent the risk 
of contamination during prepa-
ration of the flush solution.

Omniflush®

Thanks to the smooth and 
swabable surface, Caresite® 
Luer access device helps to 
protect against microbio-
logical contamination. The 
positive displacement helps 
to prevent occlusion of the 
catheter.

Extension Line  
with Caresite®

Discofix® C Closed System 
combines the advantages of 
Discofix® C, which stands for 
resistance to stress cracking 
and of Safeflow, which offers 
convenient needle-free access 
for injection, aspiration or 
parallel infusions as a closed 
system.

Discofix® C Closed System

For the application of light- 
sensitive drugs, B. Braun offers 
with the Infusomat® Space  
Line SafeSet a light-protection 
in the whole spectrum of light-
sensitive drugs up to 520 nm 
wave length.

Infusomat® Space  
Line SafeSet

Innovative IV-Set with inline drip 
chamber and needle-free access 
port. The IV-Set allows the delivery 
of antibiotics with less residual 
volume remaining in the line while 
offering an AirStop function.  
Flushing can be performed by 
attaching the dedicated Intrafix® 
Primeline Flush secondary line.

Intrafix® SafeSet Flush

Ecoflac® plus is designed 
to collapse fully during the 
infusion, without need for 
venting. This closed system 
helps to reduce the risk of 
microbiological and chemical 
contamination. 

Ecoflac® plus

APPLICATION 
ON THE WARD

Softa® Cloth CHX 2% is a ready-
to-use disinfecting-cleaner  
cloth prior to line access e.g.  
of needle-free swabable valves. 
SwabCap® is a disinfection cap 
for needle-free swabable valves, 
which also acts as a physical 
barrier to touch and airborne 
contaminations.

Softa® Cloth CHX 2% 
and SwabCap® 

Easypump® II is an elastomeric 
drug delivery system, which 
continuously infuses a prede-
termined amount of medica-
tion to the patient over a fixed 
flow rate. This system offers 
flexibility in patient care within 
and outside the hospital. 

Easypump® II

Meliseptol® Foam is a fast 
acting disinfectant for small 
surfaces and non-invasive 
medical devices. It is active 
against bacteria, fungi, TbB, 
enveloped viruses and Rota-, 
Polyoma- & Norovirus. Also 
available as dispenser box and 
flow packs.

Meliseptol® Foam pure /  
Wipes sensitive
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DISCHARGE 
MANAGEMENT

B. Braun provides drug application to go and for homecare. Elastomeric pumps increase 
patients’ mobility and allow to shift antiinfective treatments out of the hospital. A high 
standard of safety could be achieved – especially in combination with the B. Braun 
safety portfolio.
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The care manager trains the nurses, the patient  
or relatives create awareness that the right  
conditions are in place for an appropriate  
home treatment.

The care manager organizes the delivery of the 
products needed. This implies contacting the 
pharmacy, a delivery service and a home care  
service to arrange the treatment.

Training for Caregivers

Easypump® II  is a fully mobile choice for IV infusion 
therapy which facilitates early patient discharge  
allowing the patient to recover in the comfort of their 
own homes. Easypump® II can be used across a range 
of therapeutic options within IV infusion therapy. 

Easypump® II

After notification from the hospital, the care 
manager will contact everyone involved in the 
care giving process and collect all necessary  
information.

Discharge Planning

To help to ensure the proper treatment at home, 
each step of the infusion is explained and  
pictured in customized nursing protocols.

Nursing Protocols

Based on the nursing protocols for infusion, 
B. Braun is offering nursing kits that contain all  
the necessary items for the connection and  
disconnection.  

Delivery ServiceProcedure Kits
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Softaskin® Description Vol. (ml) Units per box Code no. (REF)

 pH-skin neutral 
 Free of alkali, soap, and colorants 
 Suitable for cleansing extremely sensitive skin, 
 even for children or incontinence patients 
 Allantoin soothes and protects irritated skin 
 Allergy tested

100 20

local
500 20

1,000 10

5,000 1

GLOVES – STERILE AND NON-STERILE
Examination and protective gloves (non-sterile)
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Surgical gloves (sterile)

ANATOMICALLY SHAPED
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HAND HYGIENE AND DISINFECTION

Softa-Man® Description Vol. (ml) Units per box Code no. (REF)

 Combination of alcohols as active ingredients 
 Listed by the DGHM / VAH, RKI (category A) 
 Effective against bacteria (incl. MRSA, TbB)  
 and fungi 
 Virucidal effect: enveloped viruses (incl. HBV,  
 HCV, HIV), effective against herpers simplex  
 virus, adeno virus, rotavirus, vaccinia virus   
 and norovirus 
 Free of colorants 
 Use of hypoallergenic perfumes 
 Enriched with high-quality dermoprotectors  
 such as panthenol and bisabolol 
 Very good skin tolerability

100 20

local

500 20

1,000 10

5,000 1

Wall Dispenser – new design Description Sizes Units per box Code no. (REF)

 The pump is removable from the front side for 
 an easy cleaning 
 Equipped with two additional Clips (for disin- 
 fection and for wash lotion) 
 The integrated flexible sealing cap reduces   
 evaporation 
 Compatible with all B. Braun hand disinfectants,  
 wash lotions, and hand care lotions

for 
500 ml 
containers

1

1418893

for 
1,000 ml 
containers

1418892

For more information on the references available in your country, please contact your local B. Braun representative.

PORTFOLIO OVERVIEW
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Ecoflac® Connect Description Units per box Code no. (REF)

Transfer cap for transferring fluids between 
an Ecoflac® plus container and a single dose 
medication vial in a closed system.

25 4090550

Meliseptol® Wipes sensitive Description Size (mm) Content Units per box Code no. (REF)

 Soft, ready-to-use wipes 
 For the disinfection of non-invasive 
 medical devices, alcohol-sensitive  
 surfaces 
 Soaked with Meliseptol® Foam 
 pure (for features, see Meliseptol®  
 Foam pure) 
 Fast-acting, also against rota-,  
 polyoma-, noro-, and avian influ- 
 enza virus 
 Perfume-, dye-, aldehyde-, and  
 amine-free 
 Impregnating liquid DGHM /  
 VAH -listed and on the IHO- 
 Virucide List

Wipes sensitive box & refill

152 x 200
60 

wipes 
1  

dispenser box
19582

152 x 200
60 

wipes
1  

refilling pack
19530

Wipes sensitive 100 & XL flow pack

180 x 200
100  

wipes
1 

flow pack
19894

240 x 300
42

wipes 
1

XL flow pack
19893

SURFACE DISINFECTION
Meliseptol® Foam pure Description Vol. (ml) Units per box Code no. (REF)

 Foam for rapid disinfection of non-invasive  
 medical devices and small areas 
 Good material compatibility also with alcohol- 
 sensitive materials, such as acrylic glass, ultra- 
 sonic probes, examination chairs 
 Perfume-free, mild smell 
 Active against bacteria (incl. TbB and MRSA), 
 fungi, enveloped viruses (incl. HBV, HCV, HIV,  
 vaccinia virus, and BVDV) and active against 
 rota-, polyoma-, noro-, and avian influenza virus 
 DGHM / VAH- listed and on the IHO-Virucide List 
 Dermatological test result: “very good“

750 12 19796

5,000 1 19288

Softa® Cloth CHX 2% Description Content Units per box Code no. (REF)

  Ready-to-use cloth with 70% isopropyl 
alcohol (IPA) and 2% chlorhexidine (CHX)

 For surface disinfection of medical devices 
 Ready-to-use cloth (unfolded 162 x 150 mm) 
 Convenient in use

100 
wipes

1 19581

For more information on the references available in your country, please contact your local B. Braun representative.
Cautions: Use disinfectants safely. Always read the label and the product information before use. Keep away from children.

IV CONTAINERS
Ecoflac® plus Additional information Vol. (ml) Units per box Code no. (REF)

Not all products are registered 
and available for sales in all 
countries. For more informa-
tion about the products avail-
able in Ecoflac® plus in your 
country, please contact your 
local B. Braun representative. 

1,000 10

local

500 10

250 10

100 20

50 20

Mini-Plasco® connect Additional information Vol. (ml) Units per box Code no. (REF)

Not all products are registered 
and available for sales in all 
countries. For more infor-
mation about the products 
available in Mini-Plasco® 
connect in your country, 
please contact your local 
B. Braun representative.

5

20 local10

20

DRUG ADMIXTURE DEVICES AND ACCESSORIES
Mini-Spike® 2 Air filter Fluid filter Units per box Code no. (REF)

0.45 µm - 50 4550590

Mini-Spike® 2 Filter Air filter Fluid filter Units per box Code no. (REF)

0.45 µm 5 µm 50 4550591

PORTFOLIO OVERVIEW
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Combi-Stopper Description Units per box Code no. (REF)

Universal suitable to close female and male accesses 100 4495101

DRUG ADMIXTURE DEVICES AND ACCESSORIES
Sterifix® filter straw Description Paticle filter  

(µm)
Length 

(mm)
Units  

per box
Code no. (REF)

Short filter straw for withdrawal 
and filtration of fluids from small 
ampoules.

5 45

50

4550250

Long filter straw for withdrawal 
and filtration of fluids from large 
ampoules.

5 100 4550200

SYRINGES
Omnifix® Solo Volume (ml) Extended graduation (ml) Units per box Code no. (REF)

Luer-Slip

2 2.5

100

4616022V

3 - 4616025V

5 - 4616057V

10  12 4616103V

20 - 4616200V

30 - 4616308F

50 60 4616502F

Luer-Lock

2 2.5

100

4617029V

3 - 4617022V

5 - 4617053V

10 12 4617100V

20 - 4617207V

30 - 4617304F

50 60 4617509F

Omnifix® syringes are also available with detached hypodermic needle (Omnifix® Duo).

Infusomat® Space 
Lines Type UV-Protect

Description DEHP-free Neutrapur
(PVC-free)

Tubing 
length (cm)

Units  
per box

Code no.  
(REF)

  Orange trans- 
parent, AirStop, 
PrimeStop

250

100

8700128SP

 Orange trans- 
 parent, with  
 needle-free  
 Safeflow injection  
 port, AirStop,  
 PrimeStop

250 8250438SP

IV SETS
Intrafix® Product Description Gravity/

Pressure
PVC-
free

Latex- 
free

Tubing 
length 

(cm)

Units 
per 
box

Code no. 
(REF)

Intrafix® SafeSet 
Flush

 with needle- 
 free valve

pressure - 180 25 4110000

Intrafix® Primeline  
Flush Secondary 
Line

 Secondary Line pressure - 35 100 4110001

Intrafix® SafeSet 
UV-Protect

  Orange 
transparent

gravity 180 100 4063131

Intrafix® Primeline 
UV-Protect

  Orange 
transparent

gravity 180 100 0086774R

APPLICATION SETS

PORTFOLIO OVERVIEW
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ELASTOMERIC INFUSION PUMPS
Easypump® II Product Nominal flow 

rate (ml / h)
Color  
code

Units  
per box

Code no. 
(REF)

Long-term infusion

Easypump® II LT 60-12-S 5

10

4540002

Easypump® II LT 500-12.5-S 40 4540003

Easypump® II LT 80-16-S 5  4540004

Easypump® II LT 125-25-S 5  4540006

Easypump® II LT 270-27-S 10  4540008

Easypump® II LT 60-30-S 2 4540010

Easypump® II LT 120-30-S 4  4540012

Easypump® II LT 400-40-S 10  4540014

Easypump® II LT 100-50-S 2  4540016

Easypump® II LT 270-54-S 5  4540018

Easypump® II LT 400-80-S 5 4540022

Easypump® II LT 270-68-S 4 4540026

Easypump® II LT 400-100-S 4 4540028

Easypump® II LT 270-135-S 2 4540032

APPLICATION SETS
Infusomat® Space Lines 
Type SafeSet

Description DEHP-free Neutrapur
(PVC-free)

Length 
(cm)

Units  
per box

Code no.  
(REF)

 AirStop  
 PrimeStop

– 250

100

8701148SP

 AirStop  
 PrimeStop

250 8701149SP

 AirStop  
 PrimeStop  
 Longer tube

– 300 8270358SP

 AirStop  
 PrimeStop 
 Needle-free Safeflow  
 injection port

300 8700118SP

Infusomat® Space Description Flow rate 
(ml / h)

Units 
per box

Code no.  
(REF)

 Weight approx. 1.4 kg 
 Dimension (W x H x D) 214 x 68 x 124 mm 
 Wireless interface supporting 802.11 a/b/g/n and bi- 
  directional data communication for AutoProgramming 

and AutoDocumentation

0.1 - 1,200 1 8713050

INFUSION PUMP

PORTFOLIO OVERVIEW
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ELASTOMERIC INFUSION PUMPS AND ACCESSORIES
Easypump® II Product Nominal flow 

rate (ml / h)
Color  
code

Units  
per box

Code no. 
(REF)

Short-term infusion

Easypump® II ST 100-0.5-S 200

10

4540040

Easypump® II ST 250-0.5-S 500  4540042

Easypump® II ST 50-1-S 50 4540044

Easypump® II ST 100-1-S 100 4540046

Easypump® II ST 250-1-S 250  4540048

Easypump® II ST 250-1.5-S 175 4540050

Easypump® II ST 400-2-S 200  4540052

Easypump® II ST 500-2-S 250 4540054

Easypump® II ST 100-2-S 50 4540056

Easypump® II ST 400-4-S 100  4540058

CENTRAL VENOUS CATHETERS
Certofix® protect Product Cath. lumen  

ø G
Flow rate  

(ml / min) *
Length  

(cm)
Guide wire

length (cm)
Units 

per box
Code no.

(REF)

without scalpel and Safsite® valve

Mono V 320  
Protect

16 D 52 20 50

10

4160266P

Mono V 420  
Protect

14 D 80 20 50 4160320P

Mono V 330  
Protect

16 D 40 30 70 4160290P

Mono V 430  
Protect

14 D 75 30 70 4160789P

with scalpel and Safsite® valve

Duo V 715 
Protect

16/16 D 60; P 50 15 50

10

4166159P

Duo V 720 
Protect

16/16 D 55; P 45 20 50 4161211P

Duo V 730 
Protect

16/16 D 52; P 37 30 70 4161319P

Duo HF V 720  
Protect

14/18 D 100; P 27 20 50 4168534P

Trio V 715 
Protect

16/18/18
D 50; M1 28;  

P 28
15 50 4162153P

Trio V 720 
Protect

16/18/18
D 46; M1 22;  

P 22
20 50 4163214P

Trio V 730 
Protect

16/18/18
D 38; M1 18;  

P 18
30 70 4163311P

Trio HF V 
1220 Protect

16/12/12             
D 55; M1 

165;  
P 165

20 50 4160622P

Quattro V 
815 Protect

14/18/18/16
D 50; M1 20;  
M2 20; P 50

15 50 4167767P

Quattro V 
820 Protect

14/18/18/16
D 40; M1 15;  
M2 15; P 40

20 50 4167775P

Quattro V 
830 Protect

14/18/18/16
D 35; M1 10;  
M2 10; P 35

30 70 4167783P

Quinto V 
1220 Protect

16/18/18/18/12
D 55; M1 28; 

M2 28;  
M3 28; P 185

20 50 4166868P

* D (distal); M1 (middle1); M2 (middle2); M3 (middle3); P (proximal)
The base material of the central venous catheter Certofix® protect is polyurethane (PUR). All lumens, including the hub and the outer surface of the catheter, are embedded 
with a long-chain polymer based on methacrylate. Catheter material includes also hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide. 

PORTFOLIO OVERVIEW
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Introcan Safety® 3 Gauge Catheter length 
   (inch) (mm)

Catheter ø 
(mm)

Flow rate
(ml / min)

Units per box Code no. 
(REF)

 24 ¾ 19 0.7 22

50

4251127-01

 22 1 25 0.9 35 4251128-01

 20 1 25 1.1 65 4251129-01

 20 1¼ 32 1.1 60 4251130-01

 20 2 50 1.1 55 4251137-01

 18 1¼ 32 1.3 105 4251131-01

 18 1¾ 45 1.3 100 4251132-01

 16 11/4 32 1.7 195 4251136-01

 16 2 50 1.7 185 4251133-01

Caresite® Description Priming 
volume (ml)

Latex-  
free

DEHP-  
free

Units  
per box

Code no. 
(REF)

Luer Access Device 0.22 100 415122

Extension Lines 
with Caresite®

Description Length  
(cm)

Priming 
volume 

(ml)

Tubing 
inner ø 

(mm)

Latex-  
free

DEHP-  
free 

tubing

Units  
per box

Code no. 
(REF)

Smallbore extension set 
with Caresite®, Spin-Lock 
(high pressure – for power 
injectors)

20 0.5 1.3 100 470100

 Standard bore extension set 
with Caresite®, Spin-Lock

15 0.9 2.8 100 470108

 Bifurcated smallbore  
extension set with 2 Caresite®, 
Spin-Lock

18 0.9 1.3 50 470106

STOPCOCKS
Discofix® C Closed 
System

Color
code

Rotating-
adapter

Priming  
volume (ml)

Latex- 
free

DEHP- 
free 

Units  
per box

Code no. 
(REF)

 0.3
100

16494CSF

0.3 16495CSF

Discofix® C Closed 
System extension sets

Color
code

Rotating-
adapter

Extension 
(cm)

Priming  
volume (ml)

Latex- 
free

DEHP- 
free 

tubing

Units  
per box

Code no. 
(REF)

10 0.9

50

16500CSF

10 0.9 16501CSF

25 1.6 16520CSF

50 2.8 16540CSF

75 4.0 16551CSF

100 5.3 16560CSF

EXTENSION LINES IV CATHETERS AND SECUREMENT DEVICES

PRE-FILLED FLUSH SYRINGES 
Omniflush® Filling volume (ml) Syringe volume (ml) Units per  

box
Code no. 

(REF)

Omniflush®

10 10

30

3240576

5 10 3240575

3 10 3240572

10 10
100

EM-3513576

5 10 EM-3513575

3 10 EM-3513572

Omniflush® Sterile Field

10 10 35 EM-3570660

Askina® Secure IV Description Size (cm) Units per box Code no. 
(REF)

 Transparent IV dressing with three  
 securement strips

7 x 9 50 5557950

PORTFOLIO OVERVIEW
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SwabCap® Description Units per box Code no. (REF)

SwabCap® valve cap with 70 % IPA 200 EM-SCXT3

PORTFOLIO OVERVIEW

PRE-FILLED FLUSH SYRINGES AND DISINFECTION CAPS 
Omniflush® with SwabCap® Description Volume Units per box Code no. (REF)

Omniflush® with SwabCap® 
10 ml in 10 ml

10 ml 0.9 % sodium  
chloride (NaCl)

100

EM-3513576SC

Omniflush® with SwabCap® 
5 ml in 10 ml

5 ml 0.9 % sodium  
chloride (NaCl)

EM-3513575SC

Omniflush® with SwabCap® 
3 ml in 10 ml

3 ml 0.9 % sodium  
chloride (NaCl)

EM-3513572SC

Metronidazole B. Braun  
5 mg/ml Solution for Infusion

Prescribing information

QUALITATIVE AND QUANTITATIVE COMPOSITION
1 ml of solution contains 5 mg of metronidazole
100 ml of solution contain 500 mg of metronidazole
Excipients with known effect: 1 ml solution contains
Sodium chloride  7.4 mg
Disodium phosphate dodecahydrate  1.5 mg

Electrolyte content per 100 ml:
Sodium  14 mmol
Chloride  13 mmol

LIST OF EXCIPIENTS: Sodium chloride, Disodium 
phosphate dodecahydrate, Citric acid monohydrate,
Water for injections

THERAPEUTIC INDICATIONS
Treatment and prophylaxis of infections caused by 
metronidazole susceptible microorganisms (mainly 
anaerobic bacteria).

Metronidazole is indicated in adults and children for 
the following indications:

- infections of the central nervous system  
 (e.g. brain abscess, meningitis) 
- infections of lung and pleura (e.g. necrotising  
 pneumonia, aspiration pneumonia, lung abscess) 
- endocarditis 
- infections in the gastrointestinal tract and the  
 abdominal area, e.g. peritonitis, liver abscess, 
 postoperative infections after colonic and rectal  
 surgery, purulent diseases in the abdominal and  
 pelvic cavities 
- gynaecologic infections (e.g. endometritis, after  
 hysterectomy or caesarean section, childbed fever,  
 septic abortion) 
- infections in the ear-nose-throat and tooth-mouth- 
 jaw regions (e.g. PLAUT-VINCENT-angina) 
- bone and joint infections (e.g. osteomyelitis) 
- gas gangrene 
- septicaemia with thrombophlebitis.

In a mixed aerobic and anaerobic infection, antibiotics 
appropriate for the treatment of the aerobic infection 
should be used in addition to Metronidazole B. Braun 
5 mg/ml.

A prophylactic use is always indicated prior to 
operations with a high risk of anaerobic infections 
(gynaecologic and intra-abdominal operations).

Consideration should be given to official guidance on 
the appropriate use of antibacterial agents.

CONTRAINDICATIONS
Hypersensitivity to metronidazole or other 
nitroimidazole derivatives or to any of the 
excipients. 

UNDESIRABLE EFFECTS 
Undesirable effects are mainly associated with 
prolonged use or high doses. The most commonly
observed effects include nausea, abnormal taste 
sensations and the risk of neuropathy in case of
long term treatment. In the following listing, for the 
description of the frequencies of undesirable effects  
the following terms are used: Very common: ≥ 1/10, 
Common: ≥ 1/100 to < 1/10, Uncommon: ≥ 1/1000 
to < 1/100, Rare: ≥ 1/10000 to < 1/1000, Very rare: 
< 1/10000
Not known (frequency cannot be estimated from the 
available data).

Infections and infestations: Common: Superinfections 
with candida (e.g. genital infections), Rare: Pseudo- 
membranous colitis, which may occur during or after 
therapy, manifesting as severe persistent diarrhoea.

haematopoiesis (e.g. granulocytopenia) 
metronidazole should only be used if its expected 
benefits clearly outweigh potential hazards. Due to 
the risk of aggravation, metronidazole should also 
be used in patients with active or chronic severe 
peripheral and central nervous system diseases only 
if its expected benefits clearly outweigh potential 
hazards.

Convulsive seizures, myoclonus and peripheral 
neuropathy, the latter mainly characterized by 
numbness or paresthesia of an extremity, have been 
reported in patients treated with metronidazole.
The appearance of abnormal neurological signs 
demands the prompt evaluation of the benefit/risk 
ratio of the continuation of therapy.

In the case of severe hypersensitivity reactions (e.g. 
anaphylactic shock), treatment with Metronidazole 
B. Braun 5 mg/ml must be discontinued 
immediately and established emergency treatment 
must be initiated by qualified healthcare 
professionals.

Severe persistent diarrhoea occurring during 
treatment or during the subsequent weeks may be 
due to pseudomembranous colitis (in most cases 
caused by clostridium difficile). This intestinal 
disease, precipitated by the antibiotic treatment, 
may be life-threatening and requires immediate 
appropriate treatment. Anti-peristaltic medicinal 
products must not be given.

The duration of therapy with metronidazole or 
drugs containing other nitroimidazoles should 
not exceed 10 days. Only in specific elective cases 
and if definitely needed, the treatment period 
may be extended, accompanied by appropriate 
clinical and laboratory monitoring. Repeat therapy 
should be restricted as much as possible and to 
specific elective cases only. These restrictions 
must be observed strictly because the possibility 
of metronidazole developing mutagenic activity 
cannot be safely excluded and because in animal 
experiments an increase of the incidence of certain 
tumours has been noted.

Cases of severe hepatotoxicity/acute hepatic 
failure, including cases with a fatal outcome 
with very rapid onset after treatment initiation 
in patients with Cockayne syndrome have been 
reported with products containing metronidazole 
for systemic use. In this population, metronidazole 
should therefore be used after careful benefit-risk 
assessment and only if no alternative treatment is 
available. Liver function tests must be performed 
just prior to the start of therapy, throughout 
and after end of treatment until liver function is 
within normal ranges, or until the baseline values 
are reached. If the liver function tests become 
markedly elevated during treatment, the drug 
should be discontinued.

Patients with Cockayne syndrome should be 
advised to immediately report any symptoms of 
potential liver injury to their physician and stop 
taking metronidazole.

Prolonged therapy with metronidazole may be 
associated with bone marrow depression, leading 
to an impairment of haematopoiesis. Blood cell 
counts should be carefully monitored during 
prolonged therapy.

This medicinal product contains 14 mmol (or 322 
mg) sodium per 100 ml. This is to be taken into 
consideration for patients on a controlled sodium 
diet.

Interference with laboratory tests: Metronidazole 
interferes with the enzymatic-spectrophotometric 
determination of aspartate aminotransferase 

Blood and lymphatic system disorders: Very 
rare: During therapy with metronidazole, 
decreases of leukocyte and platelet counts 
(granulocytopenia, agranulocytosis, pancytopenia 
and thrombocytopenia), Not known: Leucopenia, 
aplastic anaemia
During prolonged administration regular monitoring of 
blood cell counts is mandatory.

Immune system disorders: Not known: Mild to 
moderate hypersensitivity reactions, e.g. skin 
reactions (see “Skin and subcutaneous disorders” 
below), angioedema  
Rare: - Severe acute systemic hypersensitivity  
   reactions: anaphylaxis, up to anaphylactic  
   shock
●   - Severe skin reactions, see “Skin and  
   subcutaneous disorders” below.
These severe reactions demand immediate 
therapeutic intervention.

Metabolism and nutrition disorders:  
Not known: Anorexia

Psychiatric disorders: Very rare: Psychotic disorders, 
including states of confusion, hallucination,  
Not known: Depression

Nervous system disorders: Very rare: 
Encephalopathy, headache, fever, drowsiness, 
dizziness, disturbances in sight and movement, 
vertigo, ataxia, dysathria, convulsions, Not 
known: Somnolence or insomnia, myoclonus, 
seizures, peripheral neuropathy manifesting as 
paraesthesia, pain, furry sensation, and tingling in 
the extremities aseptic meningitis

If seizures or signs of peripheral neuropathy or 
encephalopathy appear, the attending doctor
should be informed immediately.

Eye disorders: Very rare: Disturbance of vision, e.g. 
diplopia, myopia, Not known: Oculogyric crisis, optic 
neuropathy/neuritis (isolated cases)

Cardiac disorders: Rare: ECG changes like flattening 
of T-wave

Gastrointestinal disorders: Not known: Vomiting, 
nausea, diarrhoea, glossitis  and stomatitis, eructation 
with bitter taste, epigastric pressure, metallic taste, 
furred tongue, Not known: Dysphagia (caused by 
central nervous effects of metronidazole)

Hepatobiliary disorders: Very rare: Abnormal values 
of hepatic enzymes and bilirubin, Not known 
Hepatitis, jaundice, pancreatitis

Skin and subcutaneous tissue disorders: Very rare: 
Allergic skin reactions, e.g. pruritus, urticaria STEVENS-
JOHNSON syndrome, toxic epidermal necrolysis 
(isolated reports)

The two latter reactions demand immediate therapeutic 
intervention.

Not known erythema multiforme

Musculoskeletal, connective tissue and bone disorders:  
Very rare: Arthralgia, myalgia 

Renal or urinary disorders: Uncommon: 
Dark coloured urine (due to a metabolite of 
metronidazole) 

General disorders and administration site conditions: 
Not known: Vein irritations (up to thrombophlebitis) 
after intravenous administration, states of weakness, 
fever

Paediatric population
Frequency, type and severity of adverse reactions in 
children are the same as in adults

SPECIAL WARNINGS AND PRECAUTIONS FOR USE 
In patients with severe liver damage or impaired 

(AST), alanine aminotransferase (ALT), lactate 
dehydrogenase (LDH), triglycerides and glucose 
hexokinase resulting in decreased values (possibly 
down to zero).
Metronidazole has a high absorbance at the 
wavelength at which nicotinamide-adenine 
dinucleotide (NADH) is determined. Therefore 
elevated liver enzyme concentrations may be 
masked by metronidazole when measured by 
continuous-flow methods based on endpoint 
decrease in reduced NADH. Unusually low liver 
enzyme concentrations, including zero values, have 
been reported.

Pregnancy: The safety of the use of metronidazole 
during pregnancy has not sufficiently been 
demonstrated. In particular, reports on the use during 
early pregnancy are contradictory. Some studies 
indicated an increased rate of malformations. In 
animal experiments metronidazole did not show 
teratogenic effects.
During the first trimester, Metronidazole B. Braun 
5 mg/ml should only be used to treat severe life-
threatening infections, if there is no safer alternative. 
During the second and third trimester, Metronidazole 
B. Braun 5 mg/ml may also be used to treat other 
infections if its expected benefits clearly outweigh 
any possible risk.

Breast-feeding: Since metronidazole is secreted 
into breast milk, nursing is to be interrupted during 
therapy. Also after the end of the therapy with 
metronidazole, nursing should not be resumed 
before another 2-3 days because of the prolonged 
half-life period of metronidazole.

Fertility: Animal studies only indicate a potential 
negative influence of metronidazole on the male 
reproductive system if high doses lying well above 
the maximum recommended dose for humans were 
administered.

Effects on ability to drive and use machines: Even 
when used as directed, metronidazole may alter 
reactivity so far that the ability to drive or to use 
machinery is impaired. This holds true to still a 
higher degree at the beginning of treatment or in 
combination with alcohol intake.

SHELF LIFE 
Unopened: 3 years. 

After first opening the container: Unused contents 
must be discarded and not be stored for later use. 

After dilution: From a microbiological point of view, 
dilutions 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 to 8 ° C, unless dilution 
has taken place in controlled and validated aseptic 
conditions.

For prescription only!

Please refer to local Summary of Product 
Information before prescribing.

MARKETING AUTHORIZATION HOLDER
B. Braun Melsungen AG
34209 Melsungen, Germany
Last revision: 11/2016
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PRESCRIBING INFORMATION

Gentamicin B. Braun 
1 mg/ml, 3 mg/ml Solution for Infusion

Prescribing information
QUALITATIVE AND QUANTITATIVE COMPOSITION

1 MG/ML SOLUTION FOR INFUSION:
1 ml of solution for infusion contains gentamicin 
sulphate equivalent to 1 mg gentamicin. 
1 bottle of 80 ml contains 80 mg of gentamicin.
Excipient: 283 mg (12 mmol) of sodium (as chloride) per 
80 ml bottle.

3 MG/ML SOLUTION FOR INFUSION:
1 ml of solution for infusion contains gentamicin 
sulphate equivalent to 3 mg gentamicin.
1 bottle of 80 ml contains 240 mg of gentamicin. 
1 bottle of 120 ml contains 360 mg of gentamicin.
Excipient: 283 mg (12 mmol) of sodium (as chloride)  
per 80 ml bottle. 425 mg (18 mmol) of sodium (as 
chloride) per 120 ml bottle.

LIST OF EXCIPIENTS: 
GENTAMICIN 1 MG/ML SOLUTION FOR INFUSION:
Sodium chloride, Water for injections

GENTAMICIN 3 MG/ML SOLUTION FOR INFUSION:
Disodium edetate, Sodium chloride, Water for injections

THERAPEUTIC INDICATIONS
Treatment of severe infections due to bacteria 
susceptible to gentamicin when less toxic antimicrobial 
agents are not effective.
Gentamicin solutions for infusion should be used for all 
indications, except complicated urinary tract infections, 
only in combination with other relevant antibiotics 
(predominantly together with a beta-lactam antibiotic 
or with an antibiotic effective against anaerobic 
bacteria).
Under these conditions, Gentamicin solutions for 
infusion may be used in:
- Complicated and recurrent urinary tract infections 
- Nosocomial lower respiratory tract infections including  
 severe pneumonia 
- Intraabdominal infections including peritonitis 
- Skin and soft tissue infections including severe burns  
- Septicaemia including bacteraemia 
- Treatment of bacterial endocarditis 
- Treatment of surgical infections
Consideration should be given to official guidance on 
the appropriate use of antibacterial agents.

CONTRAINDICATIONS 
Hypersensitivity to the active substance, other amino-
glycosides or to any of the excipients. Myasthenia 
gravis.

UNDESIRABLE EFFECTS 
Under certain conditions gentamicin shows ototoxic and/
or nephrotoxic effects. Renal impairment is commonly 
observed in patients treated with gentamicin and is 
usually reversible upon withdrawal of the drug. In most 
cases nephrotoxicity is associated with an excessively 
high dosage or prolonged treatment, pre-existing renal 
abnormalities or associated with other substances 
reported to be nephrotoxic. The adverse reactions 
considered at least possibly related to treatment are 
listed below by body system organ class and absolute 
frequency. Definition of frequency terms used in this 
section: Very common: ≥ 1/10, Common: ≥ 1/100 to 
< 1/10, Uncommon: ≥ 1/1,000 to < 1/100, Rare: ≥ 
1/10,000 to < 1/1,000, Very rare: < 1/10,000 Not 
known: Frequency cannot be estimated from the 
available data.

Infections and infestations: Very rare: Superinfection 
(with gentamicin-resistant germs), pseudomembranous 
colitis (1)

Blood and lymphatic system disorders: Uncommon: 
Dyscrasia, Very rare: Thrombocytopenia, reticulocytopenia, 
leukopenia, eosinophilia, granulocytopenia, anaemia
Immune system disorders: Very rare: Hypersensitivity 
reactions of varying severity, ranging from rash and 
itching, drug fever to severe acute hypersensitivity 
reactions (anaphylaxis), up to anaphylactic shock
Metabolism and nutrition disorders: Rare: 
Hypokalaemia, hypocalcaemia, hypomagnesaemia, 
pseudo-BARTTER syndrome in patients treated with 
high doses over a long period (more than 4 weeks), loss 
of appetite, weight loss, Very rare: Hypophosphataemia
Psychiatric disorders: Very rare: Confusion, hallucinations, 
mental depression
Nervous system disorders: Rare: Polyneuropathies, 
peripheral paraesthesias, Very rare: Encephalopathy, 
convulsions, neuromuscular blockage, dizziness, 
headache, balance disorder
Eye disorders: Very rare: Visual disorders
Ear and labyrinth disorders: Vestibular damage, 
hearing loss, MENIÈRE’s disease, tinnitus, vertigo
Vascular disorders: Very rare: Hypotension, hypertension
Gastrointestinal disorders: Rare: Vomiting, nausea, 
salivation increased, stomatitis
Skin and subcutaneous tissue disorders: Uncommon: 
Allergic skin exanthema, Rare: Skin reddening, 
Very rare: Toxic epidermal necrolysis (2), STEVENS-
JOHNSON syndrome(2), Erythema multiforme (2), 
Alopecia
Musculoskeletal and connective tissue disorders:  
Rare: Muscle pain (myalgia), Very rare: Amyostasia 
Renal or urinary disorders: Common: Renal 
function impairment, Rare: Blood urea nitrogen 
increased (reversible), Very rare: Acute renal failure, 
hyperphosphaturia, aminoaciduria, FANCONI-like 
syndrome in patients treated with a prolonged course 
of high-dose
General disorders and administration site conditions: 
Rare: Increased body temperature, Very rare: Pain at 
injection site 
Investigations: Rare: Aspartate aminotransferase (AST) 
increased, Alanine aminotransferase (ALT) increased, 
alkaline phosphatase (ALP) increased, blood urea 
nitrogen increased (all reversible), weight loss
Further information on particular undesirable effects: 
(1) Usually in these cases other antibiotics are  
also involved. 
(2) May occur as hypersensitivity reactions

SPECIAL WARNINGS AND PRECAUTIONS FOR USE 
In patients with advanced renal impairment or with 
pre-existing inner ear deafness gentamicin should 
be used only if its use is considered essential by the 
physician. The frequency or dose of administration 
should be reduced in patients with impaired renal 
function

Renal impairment: Renal impairment such as restriction 
of glomerular filtration is observed in approximately 10 
% of patients treated with gentamicin and is usually 
reversible. The most important risk factors are high 
total dose, long duration of therapy, raised serum 
level (high trough level); in addition, other potential 
risk factors are age, hypovolaemia and shock. Clinical 
signs of renal damage are: proteinuria, cylindruria, 
haematuria, oliguria, raised creatinine and urea 
concentrations in serum. In isolated cases, acute renal 
failure may occur.

Neuromuscular disorders: Since gentamicin has 
neuromuscular blocking properties, particular caution 
should be exercised in patients with pre-existing 
neuromuscular diseases (e.g. PARKINSON’s disease). 
Particularly careful monitoring is mandatory.

Neuromuscular blockade and respiratory paralysis have 
been reported from administration of aminoglycosides 
to patients who have received curare-type muscle 
relaxants during anaesthesia. These patients should 
also be monitored very carefully.

Effect on vestibulocochlear nerve: Damage to the 
vestibulocochlear nerve (eighth cranial nerve), 
whereby both balance and hearing may be affected, 
is possible. Vestibular damage is the most common 
ototoxic reaction. Hearing loss is manifested initially by 
diminution of high-tone acuity and is usually irreversible. 
Important risk factors are pre-existing renal impairment 
or a history of damage to the eighth cranial nerve; in 
addition, the risk increases in proportion to the level of 
the total and daily dose or by association with potentially 
ototoxic substances. Symptoms of ototoxic effects are: 
dizziness, ringing/roaring in the ears (tinnitus), vertigo 
and – less commonly – hearing loss. With gentamicin the 
vestibular mechanism may be affected if trough levels 
of 2 μg/ml are exceeded. This is usually reversible if 
observed promptly and the dose adjusted.
Antibiotic-associated diarrhoea, pseudomembranous 
colitis: Antibiotic-associated diarrhoea and 
pseudomembranous colitis have been reported with the 
use of gentamicin. These diagnoses should be considered 
in any patient who develops diarrhoea during or shortly 
after treatment. Gentamicin should be discontinued if 
severe and/or bloody diarrhoea occurs during treatment 
and appropriate therapy instituted. Drugs that inhibit 
peristalsis must not be given.
Pregnancy and lactation: Gentamicin should be used in 
pregnancy and during lactation only after careful benefit 
risk assessment.
Once daily dosing of gentamicin in elderly patients: 
There is limited experience with once daily dosing of 
gentamicin in elderly patients. Once daily dosing of 
gentamicin may not be suitable and therefore, close 
monitoring is warranted in these patients.
Cross-allergenicity/-resistance: To avoid adverse events, 
continuous monitoring (before, during and after) of renal 
function (serum creatinine, creatinine clearance), control 
of function of vestibule and cochlea as well as hepatic 
and laboratory parameters is recommended.

Monitoring: To avoid adverse events, continuous 
monitoring (before, during and after) of renal function 
(serum creatinine, creatinine clearance), control of 
function of vestibule and cochlea as well as hepatic and 
laboratory parameters is recommended.
Excipients: This medicinal product contains 283 mg of 
sodium per bottle solution for infusion.
This medicinal product contains 283 mg/ 425 mg of 
sodium per 80 ml/120 ml bottle solution for infusion.
This has to be taken into consideration by patients on a 
controlled sodium diet.

Excipients: In order to reduce the risk of nephrotoxicity 
and ototoxicity the following should be considered:
- Regular assessment of auditory, vestibular and renal  
 function is particularly necessary in patients with  
 additional risk factors. Impaired hepatic function or  
 auditory function, bacteraemia and fever have been  
 reported to increase the risk of ototoxicity. Volume  
 depletion or hypotension and liver disease have been  
 reported as additional risk factors for nephrotoxicity.
- Monitoring of renal function before, during and after  
 treatment 
- Dosage strictly according to creatinine clearance (or  
 serum creatinine concentration). In patients with  
 impaired renal function, the dosage must be adjusted  
 according to renal performance.
- In patients with impaired renal function additionally  
 receiving gentamicin locally (by inhalation,  
 intratracheally, by instillation), the amount of  
 gentamicin absorbed after local administration must  
 also be taken into account for dose adjustment of  
 systemic treatment.
- Monitoring of serum gentamicin concentrations  

 during therapy in order to avoid that peak levels  
 exceed 10 - 12 μg/ml (toxic threshold for the  
 cochleo-vestibular system) with conventional  
 multiple daily dosing or trough levels exceed 2 μg/ml.
- In patients with pre-existing inner ear damage  
 (hearing impairment or balance function  
 impairment), or where treatment is long-term,  
 additional monitoring of the balance function and  
 hearing is required. 
- Prolonged treatment should be avoided. If possible,  
 the duration of therapy should be limited to 7 – 10  
 days.
- Avoid therapy with aminoglycosides immediately  
 subsequent to previous aminoglycoside treatment;  
 if possible, there should be an interval of 7 – 14  
 days between treatments.
- If possible, avoid concurrent administration of other  
 potentially ototoxic and nephrotoxic substances. If  
 this is unavoidable, particular careful monitoring of  
 renal function is indicated.
- Ensure adequate hydration and urine production.

Pregnancy: There are no adequate data from the 
use of gentamicin in pregnant women. Studies 
in animals have shown reproductive toxicity. 
Gentamicin crosses the placenta. Because of the 
potential risk of inner ear and renal damage to the 
fetus, gentamicin should not be used in pregnancy 
unless in case of a life-threatening indication and if 
no other treatment options are available.
In case of exposure to gentamicin during 
pregnancy, monitoring of hearing and renal 
function of the newborn is recommended.

Breast-feeding: Gentamicin is excreted in human 
breast milk and was detected in low concentrations 
in serum of breast-fed children. A decision must 
be made whether to discontinue breast-feeding or 
to discontinue/abstain from gentamicin therapy. 
Diarrhoea and fungus infection of the mucous 
membranes could occur in the breast-fed infant, 
so that nursing might have to be discontinued. The 
possibility of sensitisation should be borne in mind.
Effects on ability to drive and use machines:
No studies on the effects on the ability to drive and 
use machines have been performed. In the case of 
administration to outpatients, caution is advised 
when driving and using machines in view of the 
possible undesirable effects such as dizziness and 
vertigo.

SHELF LIFE 
Unopened: 3 years. 

In-use shelf-life (after opening): From a microbio-
logical 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 to 8° C.

For prescription only!

Please refer to local Summary of Product 
Information before prescribing.

MARKETING AUTHORIZATION HOLDER
B. Braun Melsungen AG
34209 Melsungen, Germany
Last revision: 10/2014

Tobramycin B. Braun 
1 mg/ml, 3 mg/ml Solution for Infusion

Prescribing information
QUALITATIVE AND QUANTITATIVE COMPOSITION
TOBRAMYCIN 1 MG/ML 
1 ml of solution contains 1 mg of tobramycin.
1 bottle of 80 ml contains 80 mg of tobramycin.

Excipient: 283 mg sodium (as chloride) per 80 ml bottle.

TOBRAMYCIN 3 MG/ML
1 ml of solution contains 3 mg of tobramycin.
1 bottle of 80 ml contains 240 mg of tobramycin. 
1 bottle of 120 ml contains 360 mg of tobramycin.

Excipient: 283 mg/425 mg of sodium (as chloride)  
per 80 ml/120 ml bottle.

LIST OF EXCIPIENTS: 
TOBRAMYCIN 1 MG/ML:  
Sodium chloride, Water for injections, Sulphuric acid 
(for pH adjustment)

TOBRAMYCIN 3 MG/ML: 
Sodium chloride, Water for injections, Hydrochloric acid 
(for pH adjustment)

THERAPEUTIC INDICATIONS
For the treatment of severe infections due to bacteria 
susceptible to tobramycin when less toxic antimicrobial 
agents are not effective. Under these conditions, 
Tobramycin 1 mg/ml solution for infusion or Tobramycin 
3 mg/ml solution for infusion may be used in:
- Nosocomial lower respiratory tract infections 
 including severe pneumonia 
- Exacerbation of lower respiratory tract infections in  
 patients with cystic fibrosis 
- Complicated and recurrent urinary tract infections
- Intra-abdominal infections
- Skin and soft tissue infections, including severe burns
Tobramycin 1 mg/ml solution for infusion or Tobramycin 
3 mg/ml solution for infusion usually are given as a 
combination treatment, predominantly together with 
a beta-lactam antibiotic or with an antibiotic effective 
against anaerobic bacteria especially in life-threatening 
infections due to unknown bacteria, in mixed 
anaerobic/aerobic infections, in systemic pseudomonas 
infections, and in low-resistance immunocompromised 
– mainly neutropenic – patients. Consideration should 
be given to official guidance on the appropriate use of 
antibacterial agents.

CONTRAINDICATIONS 
Hypersensitivity to the active substance or other 
aminoglycosides or to any of the excipients. 
Myasthenia gravis.

UNDESIRABLE EFFECTS 
Tobramycin shows ototoxic and/or nephrotoxic effects.
Renal impairment is uncommonly observed in patients 
treated with tobramycin and is usually reversible upon 
withdrawal of the drug. Toxicity occurs more frequently 
in persons with renal failure, in patients that have other 
ototoxic or nephrotoxic substances administered, in 
long-term and recurrent treatment and/or in persons 
that exceed the recommended dose. Ototoxic risk 
may increase with older age and dehydration. The 
adverse reactions considered at least possibly related 
to treatment are listed below by body system organ 
class and absolute frequency. Definition of frequency 
terms used in this section: Very common: (≥ 1/10), 
Common: (≥ 1/100 to < 1/10), Uncommon: (≥ 1/1,000 
to.< 1/100), Rare: (≥ 1/10,000 to < 1/1,000), Very rare: 
(< 1/10,000), Not known ( cannot be estimated from 
the available data).
Infections and infestations: Not known: Super-
infection with tobramycin-resistant pathogens

Blood and lymphatic system disorders: Common: 
Eosinophilia Uncommon: Leukopenia, Rare: Anaemia, 
granulocytopenia, thrombocytopenia, leukocytosis
Immune system disorders: Rare: Hypersensitivity 
reactions including pruritus, drug-associated 
fever and skin affections as described under “Skin 
and subcutaneous tissue disorders” below, Very 
rare: Serious hypersensitivity reactions including 
skin affections as described under “Skin and 
subcutaneous tissue disorders” below and systemic 
reactions up to anaphylactic shock
Psychiatric disorders: Rare: Mental confusion, 
disorientation
Nervous system disorders: Uncommon: Headache, 
Rare: Lethargy, Not known: Paraesthesia, skin 
tingling, muscle twitch, convulsion (signs of 
neurotoxicity); drowsiness, respiratory paralysis, 
tremor, balance disorder, neuromuscular blockade
Ear and labyrinth disorders: Common: Cochlear 
and vestibular damage (in patients with renal 
impairment), Uncommon: Cochlear and vestibular 
damage (in patients with normal renal function). 
Both the vestibular branch and the auditory branch 
of the eighth cranial nerve may be affected. 
Symptoms include giddiness, dizziness, hissing 
and whistling sounds in the ear, and a reduction 
in auditory perception. The loss of auditory perception  
is generally irreversible and manifests initially as 
a loss of high tone acuity. Not known: Dizziness, 
vertigo.
Vascular disorders: Common: Thrombophlebitis, Not 
known: Hypotension
Gastrointestinal disorders: Uncommon: Vomiting, 
nausea, Rare: Diarrhoea
Hepatobiliary disorders: Common: Aspartate amino-
transferase (AST) increased, alanine aminotransferase 
(ALT) increased, Uncommon: Alkaline phosphatase 
increased, lactate dehydrogenase increased, serum 
bilirubin increased
Skin and subcutaneous tissue disorders: Uncommon: 
Allergic skin exanthema, Rare: Skin reddening, Very 
rare: Toxic epidermal necrolysis, Stevens-Johnson 
syndrome, erythema multiforme
Renal and urinary disorders: Common: Impaired 
renal function (in patients with renal impairment), 
Uncommon: Impaired renal function (in patients 
with normal renal function), Very rare: Acute renal 
failure. Symtoms may include progressive increase 
in serum creatinine, in urea nitrogen and residual 
nitrogen levels, oliguria, cylindruria and progressive 
proteinuria. Regular monitoring is required.
General disorders and administration site conditions: 
Common: Pain and local reactions at the injection site, 
Rare: Fever
Investigations: Common: Aspartate aminotransferase 
(AST) increased, alanine aminotransferase (ALT) 
increased, Uncommon: Alkaline phosphatase increased, 
lactate dehydrogenase increased, serum bilirubin 
increased
Metabolism and nutrition disorders:  
Rare: Hypocalcaemia, hypommagnesiaemia, 
hyponatraemia, hypokalaemia. Tobramycin 1 mg/ml 
solution for infusion or Tobramycin 3 mg/ml solution 
for infusion contain sodium. Sodium containing 
solutions should be used with great care when there 
is a risk for sodium retention or for complications 
due to sodium overload.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE
Due to the nephrotoxic and ototoxic potential of 
aminoglycosides, patients should be kept under close 
clinical observation during treatment. Tobramycin 
should only be used in life-threatening infections in 
patients who have pre-existing impairment of the 
eighth cranial nerve (e.g. inner ear hypoacusis or 

vestibular disorders). When possible, it is recommended 
to obtain serial audiograms in patients old enough to be 
tested, particularly high-risk patients.
Monitoring of renal function and eighth cranial nerve 
function is essential in the case of proven or suspected 
renal impairment and also in those whose renal 
function is initially normal but who present with signs 
of renal dysfunction during treatment.
Serum concentrations of the tobramycin should be 
monitored during treatment whenever possible. It is 
particularly important to monitor serum levels closely 
in patients with known renal impairment. Trough 
serum concentrations (taken at the end of each dosing 
interval) of more than 2 micrograms/ml may indicate 
accumulation in tissue and must be avoided by either 
dose reduction or byincreasing the interval between 
the doses.
Maximum serum concentrations (taken immediately 
after completion of the infusion) of more than 12 
micrograms/ml over a longer period of time (especially 
with multiple daily dosing) can be associated with toxic 
effects and should be avoided.
Urine should be examined for increased excretion of 
protein, cells and casts. Serum creatinine or creatinine 
clearance should be measured periodically. Serum 
calcium, magnesium and sodium should also be 
monitored.
The risk of toxic reactions is greater for patients with 
impaired renal function, the elderly, dehydrated patients 
and those patients on high-dose- and long-term 
treatment and repeated courses of treatment. 
Caution is advised in patients with vestibular or 
cochlear abnormalities. Concurrent administration of 
tobramycin with very potent diuretics or in general 
with any ototoxic or nephrotoxic substance should be 
avoided.
Signs of nephrotoxicity or ototoxicity require dose 
adjustment or discontinuation of the drug.
Neuromuscular disorders: Neuromuscular blockade 
and respiratory paralysis have been reported in 
animals after dosages several times higher than the 
recommended dose. The possibility of such reactions 
occurring in humans cannot be excluded, and 
particularly where the drug is administered to patients 
receiving neuromuscular blockers, anaesthetic or 
massive transfusions of citrate-anticoagulated blood. 
If neuromuscular blockade occurs, it can be reversed 
by the administration of calcium salts. Due to the 
neuromuscular blocking effects, aminoglycosides should 
be used with caution in patients with neuromuscular 
disorders, e.g. parkinsonism
Antibiotic-associated diarrhoea: Antibiotic-associated 
diarrhoea has been reported with the use of 
tobramycin. These diagnoses should be considered 
in any patient who develops diarrhoea during 
or up to 2 months after treatment. Tobramycin 
should be discontinued if severe and/or bloody 
diarrhoea occurs during treatment and appropriate 
therapy instituted. Drugs that inhibit peristalsis 
must not be given. In patients with extensive burn 
injuries, the pharmacokinetics of aminoglycosides 
may be altered and may result in reduced serum 
concentrations. It is important to monitor serum 
concentrations. It is important that patients being 
treated with aminoglycosides be well-hydrated 
during treatment. Aminoglycosides may be absorbed 
in significant quantities from body surfaces for 
local irrigation or application and may cause 
neurotoxicity and nephrotoxicity. This must also be 
taken into account in the total dosage in concurrent 
systemic administration.
Paediatric patients: Tobramycin must be administered 
with caution to preterm and term newborn infants 
because of their renal immaturity; this results in a 
lengthening of the serum half-life of the product. 

Cross-allergenicity/-resistance: Cross-allergenicity 
and cross-resistance has been demonstrated among 
the aminoglycosides.
Excipients: Tobramycin 1mg/ml contains 0.15 mmol 
(or 3.45 mg) of sodium in 1 ml and 12.3 mmol (or 
283 mg) of sodium in 80 ml. Tobramycin 3 mg/ml 
contains 0.15 mmol (or 3.45 mg) of sodium in 1 ml 
and 12.3 mmol (or 283 mg) of sodium in 80 ml and 
18.5 mmol of sodium (or 425 mg) of sodium in 120 ml. 
This is to be taken into consideration for patients on a 
controlled sodium diet.
The solution is isotonic. The content of sodium and 
chloride in Tobramycin 1 mg/ml solution for infusion 
or Tobramycin 3 mg/ml solution for infusion has to 
be taken into account when administration of sodium 
and chloride could be clinically detrimental.
The amount of solution infused has to be taken 
into account when calculating daily intravenous 
maintenance fluids, especially in the paediatric 
population.
Pregnancy: Tobramycin crosses the placenta. There 
are no adequate data from the use of tobramycin 
in pregnant women.Studies in animals do not 
indicate a teratogenic effect of tobramycin. However, 
aminoglycosides can cause foetal harm (e.g., congenital 
deafness and nephrotoxicity) when high systemic 
concentrations are achieved in pregnant women. 
Because of the potential risk to the foetus, tobramycin 
should not be used in pregnancy unless the benefits to 
the mother outweigh the risks to the foetus. In case of 
exposure during pregnancy, it is advisable to assess the 
hearing and renal function in the newborn.
Breast-feeding: Tobramycin is excreted in human 
breast milk in small amounts. Because of the 
potential for ototoxicity and nephrotoxicity with 
tobramycin in infants, a decision must be made 
whether to discontinue breast-feeding or to 
discontinue/abstain from tobramycin therapy. 
Tobramycin might impair the child’s intestinal flora. 
If digestive disorders appear in the breastfed child 
(intestinal candiasis, diarrhoea), a decision must be 
made whether to discontinue breastfeeding or to 
discontinue/abstain from tobramycin therapy.
Effects on ability to drive and use machines: No 
studies on the effects on the ability to drive and 
use machines have been performed. In the case of 
administration to outpatients, caution is advised 
when driving and using machines in view of the 
possible undesired effects such as dizziness.

SHELF LIFE 
Unopened: 3 years. 

In-use shelf life: From the 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 to 8° C.

For prescription only!

Please refer to local Summary of Product 
Information before prescribing.

MARKETING AUTHORIZATION HOLDER
B. Braun Melsungen AG
34209 Melsungen, Germany
Last revision: 04/2014
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Amikacin B. Braun 
2.5 mg/ml, 5 mg/ml, 10 mg/ml Solution for Infusion

Prescribing information
QUALITATIVE AND QUANTITATIVE COMPOSITION
2.5 MG/ML SOLUTION FOR I.V. INFUSION 
1 ml of solution for infusion contains 2.5 mg of 
amikacin, as amikacin sulphate. 1 bottle of 100 ml 
contains 250 mg of amikacin (as amikacin sulphate).

5 MG/ML SOLUTION FOR I.V. INFUSION 
1 ml of solution for infusion contains 5 mg of 
amikacin, as amikacin sulphate. 1 bottle of 100 ml 
contains 500 mg of amikacin (as amikacin sulphate). 

10 MG/ML SOLUTION FOR I.V. INFUSION 
1 ml of solution for infusion contains 10 mg of 
amikacin, as amikacin sulphate. 1 bottle of 100 ml 
contains 1,000 mg of amikacin (as amikacin sulphate).

Excipient: Each 100 ml contains 15 mmol (354 mg) 
sodium.

LIST OF EXCIPIENTS: 
Sodium chloride, Sodium hydroxide (for pH adjustment), 
Water for injections

INDICATIONS
For the treatment of the following severe infections 
due to bacteria susceptible to amikacin when less toxic 
antimicrobial agents are not effective:
-  Nosocomial lower respiratory tract infections 

including severe pneumonia
– Intra-abdominal infections, including peritonitis
– Complicated and recurrent urinary tract infections 
– Skin and soft tissue infections including burn-wound 

infections
– Bacterial endocarditis 
– Post-operative intra-abdominal infections
Amikacin 2.5 mg/ml, 5 mg/ml, and 10 mg/ml solution 
for infusion can also be used in the treatment of 
patients with bacteraemia that occurs in association 
with, or is suspected to be associated with, any of the 
infections listed above. Amikacin 2.5 mg/ml, 5 mg/ml, 
and 10 mg/ml solution for infusion is commonly used in 
combination with other appropriate antibiotics to cover 
the bacterial spectrum encountered in the respective 
infection.
Consideration should be given to official guidance on 
the appropriate use of antibacterial agents.

CONTRAINDICATIONS 
Hypersensitivity to amikacin or other aminoglycosides 
or to any of the excipients. A history of hypersensitivity 
or serious toxic reactions to aminoglycosides may 
contraindicate the use of any aminoglycoside because 
of the known cross sensitivities of patients to drugs 
in this class. 
– Myasthenia gravis

UNDESIRABLE EFFECTS 
All aminoglycosides have the potential to induce 
ototoxicity, renal toxicity, and neuromuscular blockade. 
These toxicities occur more frequently in patients with 
renal impairment, in patients treated with other ototoxic 
or nephrotoxic drugs, and in patients treated for longer 
periods and/or with higher doses than recommended. The 
adverse reactions considered at least possibly related to 
treatment are listed below by body system organ class 
and absolute frequency. Definition of frequency terms 
used in this section: Very common: ≥ 1/10 of treated 
patients, Common: ≥ 1/100 to < 1/10 of treated patients, 
Uncommon: ≥ 1/1,000 to < 1/100 of treated patients, 
Rare: ≥ 1/10,000 to < 1/1,000 of treated patients, 
Very rare: < 1/10,000 of treated patients, Not known 
Frequency cannot be estimated from the available data. 
Infections and infestations: Uncommon: Super-
infection or colonisation with resistant bacteria or yeast
Blood and lymphatic system disorders: Rare: Anaemia, 
eosinophilia

Immune system disorders: Not known: Anaphylactic 
reactions (anaphylactic reactions, anaphylactic 
shock, anaphylactoid reaction), hypersensitivity
Metabolism and nutrition disorders:  
Rare: Hypomagnesaemia
Nervous system disorders: Uncommon: Dizziness, 
vertigo, Rare: Headache, paraesthesia, tremor, balance 
disorder, Not known: Paralysis
Eye disorders: Rare: Blindness, retinal infarction
Ear and labyrinth disorders: Rare: Tinnitus, 
hypoacusis, Not known: Deafness, deafness 
neurosensory
Vascular disorders: Rare: Hypotension
Respiratory, thoracic and mediastinal disorders: 
Not known: Apnoe, bronchospasm, Very rare: 
Respiratory paralysis (isolated cases)
Gastrointestinal disorders: Uncommon: Nausea, 
Vomiting
Skin and subcutaneous tissue disorders: Uncommon: 
Rash, Rare: Pruritus, urticaria
Musculoskeletal and connective tissue disorders:  
Rare: Arthralgia, muscle twitching
Renal or urinary disorders: Uncommon: Damage 
to renal tubuli, Not known: Renal failure acute, 
nephropathy toxic, cells in urine, Rare: Oliguria, blood 
creatinine increased, albuminuria, azotemia, red 
blood cells urine, white blood cells urine
General disorders and administration site conditions: 
Rare: Pyrexia
SPECIAL WARNINGS AND PRECAUTIONS FOR USE 
Caution is necessary on administration to patients with
- renal impairment 
- auditory or vestibular damage 
- neuromuscular disorders (e.g. myasthenia gravis,  
 parkinsonism as muscle weakness may be aggravated  
 because of aminoglycosides` potential curare-like effect  
 on the neuromuscular junction.), and 
- those having been treated with another aminoglycoside  
 drug immediately prior to amikacin.
Patients treated with parenteral aminoglycosides 
should be under close clinical observation because of 
the potential ototoxicity and nephrotoxicity associated 
with their use.
The toxic effects of aminoglycosides, including amikacin, 
are more frequent in patients with renal impairment, 
if high doses are administered, and if the duration of 
treatment is prolonged.
The safety of treatment over periods longer than 14 
days has not been established. Other factors that 
increase the risk of aminoglycoside toxicity include 
advanced age and dehydration.
Neuro/Ototoxicity: Neurotoxicity, manifested as 
vestibular and/or bilateral auditory ototoxicity, can 
occur in patients treated with aminoglycosides. 
The risk of aminoglycoside-induced ototoxicity is 
greater in patients with impaired renal function, or 
in those whose therapy is prolonged over 5-7 days of 
treatment, even in healthy patients. High frequency 
deafness usually occurs first and can be detected only 
by audiometric testing. Vertigo may occur and may 
be evidence of vestibular injury. Other manifestations 
of neurotoxicity may include numbness, skin tingling, 
muscle twitching and convulsions. Patients developing 
cochlear or vestibular damage may not have 
symptoms during therapy to warn them of developing 
eighth nerve toxicity, and total or partial irreversible 
bilateral deafness or disabling vertigo may occur after 
the drug has been discontinued. Aminoglycoside-
induced ototoxicity is usually irreversible.
Neuromuscular toxicity: Neuromuscular blockade 
and respiratory paralysis have been reported 
following parenteral injection, topical instillation 
(as in orthopaedic and abdominal irrigation or in 

local treatment of empyema), and following oral 
use of aminoglycosides. The possibility of respiratory 
paralysis should be considered if aminoglycosides 
are administered by any route, especially in patients 
receiving medicinal products exerting neuromuscular 
blockages concurrently. If neuromuscular blockade 
occurs, calcium salts may reverse respiratory paralysis, 
but mechanical respiratory assistance may be 
necessary. Neuromuscular blockade and muscular 
paralysis have been demonstrated in laboratory 
animals given high doses of amikacin.
Renal toxicity: Aminoglycosides are potentially 
nephrotoxic. Renal toxicity is independent of plasma 
obtained at the peak (Cmax).The risk of nephrotoxicity 
is greater in patients with impaired renal function, 
and in those who receive high doses, or in those 
whose therapy is prolonged. Patients should be well 
hydrated during treatment and renal function should 
be assessed by the usual methods prior to starting 
therapy and daily during the course of treatment.  
Daily doses should be reduced and/or the interval 
between doses be extended in the case of signs of 
renal dysfunction such as: cylindruria, the presence of 
leukocytes or red blood cells, albuminuria, reduction 
in creatinine clearance, decreased urine specific 
gravity, hyperazotaemia, increased BUN, elevation 
of serum creatinine and oliguria. Treatment must be 
discontinued if azotaemia increases or if urine volume 
decreases gradually.
Monitoring of the patient: Renal and eighth-cranial 
nerve function should be closely monitored especially 
in patients with known or suspected renal impairment 
at the onset of therapy, and also in those whose 
renal function is initially normal but who develop 
signs of renal dysfunction during therapy. Serum 
concentrations of amikacin should be monitored 
when feasible to assure adequate levels and to avoid 
potentially toxic levels. Urine should be examined 
for decreased specific gravity, increased excretion 
of proteins, and the presence of cells or casts. 
Blood urea nitrogen, serum creatinine, or creatinine 
clearance should be measured periodically. Serial 
audiograms should be obtained where feasible in 
patients old enough to be tested, particularly high risk 
patients. Evidence of ototoxicity (dizziness, vertigo, 
tinnitus, roaring in the ears, and hearing loss) or 
nephrotoxicity requires discontinuation of the drug 
or dosage adjustment. Amikacin therapy should be 
stopped if tinnitus or subjective hearing loss develops 
or if followup audiograms show significant loss of 
high-frequency response. As with other antibiotics, 
the use of amikacin may result in overgrowth of 
nonsusceptible organisms. If this occurs, appropriate 
therapy should be instituted. Aminoglycosides 
applied locally as part of a surgical procedure are 
quickly and nearly completely absorbed (with the 
exception of the urinary bladder). In association with 
irrigation of the surgical field using aminoglycoside 
preparations (regardless of the extent) development 
of irreversible deafness, renal failure and death due to 
neuromuscular blockade have been reported. Macular 
infarction sometimes leading to permanent loss of 
vision has been reported following intravitreous 
administration (injection into the eye) of amikacin.
Elderly patients: Elderly patients may have reduced 
renal function which may not be evident in routine 
screening tests such as BUN or serum creatinine. 
A creatinine clearance determination may be more 
useful. Monitoring of renal function in elderly 
patients during treatment with aminoglycosides is 
particularly important.
Paediatric population: Aminoglycosides should be 
used with caution in premature and neonatal infants 
because of the renal immaturity of these patients and 
the resulting prolongation of serum half-life of these 
drugs. The medicinal products contain 15 mmol (or 
354 mg) sodium per 100 ml. This is to be taken into 
consideration for patients on a controlled sodium diet.

Interference with laboratory tests: Serum 
creatinine assays may result in falsely high values 
when cephalosporins are given concomitantly. 
Mutual inactivation of amikacin and beta-lactam 
antibiotics may continue in samples (e.g. serum, 
cerebrospinal fluid etc.) having been taken for 
the assay of aminoglycosides thus leading to 
incorrect results. Therefore samples should be either 
analysed immediately after withdrawal or should be 
refrigerated or the beta-lactam antibiotic should be 
inactivated by adding betalactamase. Inactivation 
of the aminoglycoside is clinically significant only in 
patients with severely impaired renal function.
Pregnancy: There are limited amount of data 
from the use of aminoglycosides in pregnant 
women. Aminoglycosides can cause foetal harm. 
Aminoglycosides cross the placenta and there 
have been reports of total, irreversible, bilateral 
congenital deafness in children whose mothers 
received streptomycin during pregnancy. Although 
adverse effects on the foetus or newborns have 
not been reported in pregnant women treated 
with other aminoglycosides, the potential for 
harm exists. If amikacin is used during pregnancy 
or if the patient becomes pregnant while taking 
this drug, the patient should be apprised of the 
potential hazard to the foetus. Amikacin 2.5 mg/
ml, 5 mg/ml, and 10 mg/ml solution for infusion 
should not be used during pregnancy unless the 
clinical condition of the woman requires treatment 
with amikacin. If treatment is deemed necessary 
this should only happen under medical supervision.
Breast-feeding: It is unknown whether amikacin/
metabolites are excreted in human milk. A decision 
must be made whether to discontinue breast-
feeding or to discontinue/abstain from Amikacin 
2.5 mg/ml, 5 mg/ml, and 10 mg/ml solution for 
infusion therapy taking into account the benefit 
of breast-feeding for the child and the benefit of 
therapy for the woman.
Fertility: In reproduction toxicity studies in mice and 
rats no effects on fertility were reported.
Effects on ability to drive and use machines:
No studies on the effects on the ability to drive and 
use machines have been performed. In the case of 
administration to outpatients, caution is advised when 
driving and using machines in view of the possible 
undesired effects such as balance disturbances 
as those may impair the ability to drive and use 
machinery.

SHELF LIFE 
Unopened: 3 years.

After first opening the container: From a micro-
biological 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 to 8 °C.

For prescription only!

Please refer to local Summary of Product 
Information before prescribing.
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PRESCRIBING INFORMATION

Fluconazole B. Braun  
2 mg/ml Solution for Infusion

Prescribing information

QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ml of solution for infusion contains  
2 mg of fluconazole.
50 ml solution for infusion contains  
100 mg of fluconazole.
100 ml solution for infusion contains  
200 mg of fluconazole.
200 ml solution for infusion contains  
400 mg of fluconazole.

EXCIPIENTS 
Each ml of solution for infusion contains  
0.15 mmol (3.5 mg) sodium. 

LIST OF EXCIPIENTS:  
Sodium chloride, Water for injections

THERAPEUTIC INDICATIONS
Fluconazole B. Braun is indicated in the following fungal 
infections.

Fluconazole B. Braun is indicated in adults for the 
treatment of:
- Cryptococcal meningitis 
- Coccidioidomycosis. Invasive candidiasis. 
- Mucosal candidiasis (including oropharyngeal  
 candidiasis, oesophageal candidiasis, candiduria  
 and chronic mucocutaneous candidiasis), 
- Chronic oral atrophic candidiasis (denture sore  
 mouth) if dental hygiene topical treatment are  
 insufficient.

Fluconazole B. Braun is indicated in adults for the 
prophylaxis of:
- Relapse of crytopcoccal meningitis in patients with  
 high risk of recurrence. 
- Relapse of oropharyngeal or oesophageal  
 candidiasis in patients infected with HIV who are  
 at high risk of experiencing relapse. 
- Prophylaxis of candidal infections in patients with  
 prolonged neutropenia (such as patients with  
 haematological malignancies receiving  
 chemotherapy or patients receiving Haematopoetic  
 Stem Cell Transplantation.

Fluconazole B. Braun is indicated in term newborn 
infants, infants, toddlers, children and adolescents
aged from 0 to 17 years old:
Fluconazole B. Braun is used for the treatment of 
mucosal candidiasis (oropharyngeal, oesophageal), 
invasive candidiasis, cryptococcal meningitis 
and the prophylaxis of candidal infections in 
immunocompromised patients. Fluconazole B. Braun 
can be used as maintenance therapy to prevent relapse 
of cryptococcal meningitis in children with high risk 
of reoccurrence. Therapy may be instituted before the 
results of the cultures and other laboratory studies are 
known; however, once these results become available, 
anti-infective therapy should be adjusted accordingly.
Consideration should be given to official guidance on 
the appropriate use of antifungals.

CONTRAINDICATIONS 
- Hypersensitivity to the active substance, to related  
 azole substances, or to any of the excipients
- Co-administration of terfenadine is contrain- 
 dicated in patients receiving Fluconazole  
 B. Braun at multiple doses of 400 mg per day  
 or higher based upon results of a multiple dose  
 interaction study.
- Co-administration of other medicinal products  
 known to prolong the QT interval and which are 

metabolised via the cytochrome P450 (CYP) 3A4, 
such as cisapride, astemizole, pimozide, quinidine 
and erythromycin are contraindicated in patients 
receiving fluconazole.

UNDESIRABLE EFFECTS 
The most frequently (>1/10) reported adverse reactions 
are headache, abdominal pain, diarrhoea, nausea, 
vomiting, alanine aminotransferase increased, aspartate 
aminotransferase increased, blood alkaline phosphatase 
increased and rash.

The following adverse reactions have been observed 
and reported during treatment with fluconazole with 
the following frequencies: Very common (●1/10), 
Common (●1/100 to <1/10), Uncommon (●1/1,000 
to <1/100), Rare (●1/10,000 to <1/1,000), Very rare 
(<1/10,000), not known (cannot be estimated from 
the available data).

Blood and lymphatic system disorders: Uncommon: 
Anaemia, Rare: Agranulocytosis, leukopenia, 
neutropenia, thrombocytopenia

Immune system disorders: Rare: Anaphylaxis

Metabolism and nutrition disorders: Uncommon: 
Decreased appetite, Rare: Hypercholesterolemia, 
hypertriglyceridemia, hypokalaemia

Psychiatric disorders: Uncommon: Somnolence, 
insomnia

Nervous system disorders: Common: Headache, 
Uncommon: Seizures, paraesthesia, dizziness, taste 
perversion, Rare: Tremor

Ear and labyrinth disorders: Uncommon: Vertigo

Cardiac disorders: Rare: ventricular arrthythmia  
(QT prolongation, Torsade de Pointes)

Gastrointestinal disorders: Common: Abdominal pain, 
vomiting, diarrhoea, nausea, Uncommon: Constipation, 
dyspepsia, flatulence, dry mouth

Hepatobiliary disorders: Common: Alanine 
aminotransferase increased, aspartate 
aminoransferase increased, blood alkaline 
phosphatase increased, Uncommon: Cholestasis, 
jaundice, bilirubin increased, Rare: Hepatic failure 
hepatocellular necrosis, hepatitis, hepatocellular 
damage

Skin and subcutaneous tissue disorders: Common: 
Rash, Uncommon: Drug eruption, urticaria pruritus, 
increased sweating Rare: Toxic epidermal necrolysis, 
Stevens-Johnson syndrome, acute generalised 
exanthematous-pustulosis, exfoliative dermatitis, 
angioedema, face oedema, alopecia

Musculoskeletal, connective tissue and bone disorders: 
Uncommon: Myalgia

General disorders and administration site conditions: 
Uncommon: Fatigue, malaise, asthenia, fever

Paediatric patients: The pattern and incidence of 
adverse reactions and laboratory abnormalities 
recorded during paediatric clinical trials are 
comparable to those seen in adults. 

SPECIAL WARNINGS AND PRECAUTIONS FOR USE 
Tinea capitis: Fluconazole has been studied for 
treatment of tinea capitis in children. It was shown 
not to be superior to griseofulvin and the overall 
success rate was less than 20%. Therefore, Fluconazole 
B. Braun should not be used for tinea capitis.

Cryptococcosis: The evidence for efficacy of fluconazole 
in the treatment of cryptococcosis of other sites (e.g. 
pulmonary and cutaneous cryptococcosis) is limited, 
which prevents dosing recommendations.

Deep endemic mycoses: The evidence for efficacy 
of fluconazole in the treatment of other forms of 
endemic mycoses such as paracoccidioidomycosis, 
lymphocutaneous sporotrichosis and histoplasmosis 
is limited, which prevents specific dosing 
recommendations.

Renal system: Fluconazole B. Braun should be 
administered with caution to patients with renal 
dysfunction.

Adrenal insufficiency: Ketoconazole is known to cause 
adrenal insufficiency, and this could also, although 
rarely seen, be applicable to fluconazole. Adrenal 
insufficiency relating to concomitant treatment with 
prednisone is described in the section 4.5, ‘The effects of 
fluconazole on other medicinal products’.

Hepatobiliary system: Fluconazole should be 
administered with caution to patients with liver 
dysfunction. Fluconazole has been associated with 
rare cases of serious hepatic toxicity including 
fatalities, primarily in patients with serious underlying 
medical conditions. In cases of fluconazole associated 
hepatotoxicity, no obvious relationship to total daily 
dose, duration of therapy, sex or age of patient has been 
observed. Fluconazole hepatotoxicity has usually been 
reversible on discontinuation of therapy.

Patients who develop abnormal liver function tests 
during fluconazole therapy must be monitored closely 
for the development of more serious hepatic injury.

The patient should be informed of suggestive symptoms 
of serious hepatic effects (important asthenia, anorexia, 
persistent nausea, vomiting and jaundice). Treatment of 
fluconazole should be immediately discontinued and the 
patient should consult a physician.

Cardiovascular system: Some azoles, including 
fluconazole, have been associated with prolongation of 
the QT-interval on the electrocardiogram. During post-
marketing surveillance there have been very rare cases 
of QT prolongation and torsades de pointes in patients 
taking fluconazole. These reports included seriously ill 
patients with multiple confounding risk factors such 
as structural heart disease, electrolyte abnormalities 
and concomitant treatment that may have been 
contributory.

Fluconazole should be administered with caution 
in patients with these potentially pro-arrhythmic 
conditions. Co-administration of other medicinal 
products known to prolong the QT interval and which 
are metabolized via the cytochrome P450 (CYP) 3A4 are 
contraindicated.

Halofantrine: Halofantrine has been shown to prolong 
QTc interval at the recommended therapeutic dose 
and is a substrate of CYP3A4. The concomitant use 
of fluconazole and halofantrine is therefore not 
recommended.

Dermatological reactions: Patients have developed 
exfoliative cutaneous reactions, such as STEVENS-
JOHNSON syndrome and toxic epidermal necrolysis 
during treatment with fluconazole. AIDS-patients are 
more prone to the development of severe cutaneous 
reactions to many medicinal products. If a rash, which 
is considered attributable to fluconazole, develops in 
a patient treated for a superficial fungal infection, 
further therapy with this medicinal product should 
be discontinued. If patients with invasive/systemic 
fungal infections develop rashes, they should be closely 
monitored closely and fluconazole discontinued if 
bullous lesions or erythema multiforme develop.

Hypersensitivity: In rare cases anaphylaxis has been 
reported.

Cytochrome P450: Fluconazole is a potent CYP2C9 

inhibitor and a moderate CYP3A4 inhibitor. Fluconazole 
is also an inhibitor of CYP2C19. Fluconazole B. Braun 
treated patients who are concomitantly treated with 
medicinal products with a narrow therapeutic window 
metabolised through CYP2C9, CYP2C19 and CYP3A4, 
should be monitored.

Terfenadine: The co-administration of fluconazole at 
doses lower than 400 mg per day with terfenadine 
should be carefully monitored

Excipients: This medicinal product contains 
approximately 3.54 mg sodium per ml of solution. To 
be taken into consideration by patients on a controlled 
sodium diet.

Pregnancy: There have been reports of multiple 
congenital abnormalities (including brachycephalia, 
ears dysplasia, giant anterior fontanelle, femoral 
bowing and radiohumeral synostosis) in infants 
whose mothers were treated for at least three or 
more months with high doses (400-800 mg daily) of 
fluconazole for coccidioidomycosis. The relationship 
between fluconazole use and these events is unclear. 
Studies in animals have shown reproductive toxicity. 
Data from several hundred pregnant women treated 
with standard doses (<200 mg/day) of fluconazole, 
administered as a single or repeated dose in the 
first trimester, show no increased risk of undesirable 
effects in the foetus. Fluconazole in standard doses 
and short-term treatments should not be used in 
pregnancy unless clearly necessary. Fluconazole in 
high dose and/or in prolonged regimens should not 
be used during pregnancy except for potentially life-
threatening infections.
Breast-feeding: Fluconazole passes into breast 
milk to reach concentrations lower than those in 
plasma, . Breastfeeding may be maintained after 
a single  
use of a standard dose 200 mg fluconazole or less.
Breast-feeding is not recommended after repeated 
use or after high dose of fluconazole.
Fertility: Fluconazole did not affect the fertility of 
male or female rats.

Effects on ability to drive and use machines
Fluconazole 2mg/ml solution for infusion has ne- 
gligible influence on the ability to drive and use 
machines. However, it should be borne in mind that 
dizziness, seizures and other side effects may occur.

SHELF LIFE 
Unopened: 2 years. 

After first opening: The medicinal product must be 
used immediately after first opening the container.

After first opening: For mixtures with the solutions 
mentioned under section 6.6, chemical and physical 
stability has been demonstrated at 25 °C over 72 
hours. From a microbiological point of view, the 
dilutions 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 to  
8 °C, unless dilution has taken place in controlled and 
validated aseptic conditions.

For prescription only!

Please refer to local Summary of Product 
Information before prescribing.

MARKETING AUTHORIZATION HOLDER
B. Braun Melsungen AG
34209 Melsungen, Germany
Last revision: 08/2016

Softa-Man® / Softa-Man® acute / Softa-Man® pure / Softa-Man® ViscoRub /  
Softalind® ViscoRub / Softalind® 999 / Softalind® Hand Sanitizer / Softalind® pure

COMPOSITION
100 ml solution contain 

ACTIVE INGREDIENTS
45 g Ethanol (100 %), 18 g Propanol.

EXCIPIENTS 
Softa-Man®: Purified Water, Diisopropyl Adipate, Macrogol 6 Glycerol Caprylocaprate (Ph. Eur.),  
Dexpanthenol, Bisabolol, Perfume (contains Limonene and Linalool), Allantoin.

Softa-Man® acute: Purified Water, Macrogol 4000, Butanone, Octyldodecanol (Ph.Eur.), Glycerol,  
Phosphoric Acid 85 %.

Softa-Man® pure: Purified Water, Isopropyl Myristate (Ph.Eur.), Octyldodecanol (Ph.Eur.), Dexpanthenol, 
Glycerol, Bisabolol, Allantoin, Denatonium Benzoate.

Softa-Man® ViscoRub: Purified Water, Butanone, Glycerol, Isopropyl Myristate (Ph.Eur.), Cetearyl Ethyl- 
hexanoate, Octyldodecanol (Ph.Eur.), Edetol, Acrylates / C10-30 Alkyl Acrylate Crosspolymer, Bisabolol.

THERAPEUTIC INDICATIONS
Hygienic and surgical hand disinfection.

CONTRAINDICATIONS
Hypersensitivity (allergy) to ethanol, propanol or any of the other ingredients.

UNDESIRABLE EFFECTS
Cases of local alcohol-induced irritation symptoms (e.g. itching, redness) may occur,  
especially after frequent application. Moreover, contact allergy is possible.

WARNINGS
Flammable.
Keep container tightly closed.
Keep away from sources of ignition - No smoking.
Avoid contact with eyes. Do not apply on injured skin or mucous membranes.
For external use only.

52.3 % (w/w) Ethanol
20.9 % (w/w) Propanol

Flash point: 21 to 22 °C (DIN 51 755)

Please refer to local Summary of Product Information before prescribing. 
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