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Package leaflet: Information for the user

Sugammadex 100mg/ml Solution for Injection
 sugammadex

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

or doctor.

What is in this leaflet

1. What Sugammadex is and what it is used for

What Sugammadex is

sugammadex. Sugammadex is considered to be a 
Selective Relaxant Binding Agent

vecuronium bromide.
What Sugammadex is used for

surgeon to do the operation. For this, the general 
anaesthetic you are given includes medicines to make 
your muscles relax. These are called muscle relaxants, and 
examples include rocuronium bromide and vecuronium 

breathing muscles relax, you need help to breathe 

rocuronium bromide or vecuronium bromide in your 

bromide or vecuronium bromide is used and in children 

2. What you need to know before Sugammadex is 
given 

You should not be given Sugammadex

Warnings and precautions

by the kidneys.

Children and adolescents

Other medicines and Sugammadex

taken or might take any other medicines.

by them.
Some medicines reduce the effect of Sugammadex

Sugammadex can affect hormonal contraceptives

including the ‘Pill’, vaginal ring, implants or a hormonal 

Sugammadex is about the same as missing one oral 
contraceptive Pill.

 Pill on the same day as 

 other

use an additional non-hormonal contraceptive 

Effects on blood tests

the same day you receive Sugammadex.
Pregnancy and breast-feeding

Sugammadex to the mother.
Driving and using machines

drive and use machines.
Sugammadex injection contains sodium

3. How Sugammadex is given

The following information is intended for healthcare professionals only:

Sugammadex 100mg/ml Solution for Injection
sugammadex

1.  NAME OF THE MEDICINAL PRODUCT

2.  QUALITATIVE AND QUANTITATIVE COMPOSITION

sugammadex.

sugammadex.

3.  PHARMACEUTICAL FORM

4.  CLINICAL PARTICULARS

4.1  Therapeutic indications

adults.

4.2  Posology and method of administration
Posology

anaesthetist.
 

neuromuscular blockade to be reversed.
The recommended dose does not depend on the anaesthetic regimen.

vecuronium induced neuromuscular blockade:
Adults
Routine reversal:

/T1

2

/T1 ratio to 0.9 

/T1

/T1

Additional information on special population
Renal impairment:

renal impairment.
Elderly patients:

2

/T1 ratio to 

Obese patients:

2

Hepatic impairment:

For mild to moderate hepatic impairment: as sugammadex is mainly excreted 

Paediatric population

Routine reversal:

2

4.3  Contraindications

section 6.1.
4.4  Special warnings and precautions for use

recommended to monitor the patient in the immediate post-operative period 

ventilation should be provided.

neuromuscular blockade as based on neuromuscular monitoring or clinical 

in vitro experiments a pharmacodynamic interaction (aPTT and PT 

receiving routine post-operative prophylactic anticoagulation this 
pharmacodynamic interaction is not clinically relevant. Caution should be 

parameters is recommended.

Table 1: Re-administration of rocuronium or vecuronium after routine 
reversal (up to 4mg/kg sugammadex):

Minimum waiting time NMBA and dose to be administered

5 minutes 1.2mg/kg rocuronium

0.1mg/kg vecuronium

blockade should be 1.2mg/kg.

is suggested.

has passed, a nonsteroidal neuromuscular blocking agent should be used. 

receptors can still be occupied by the neuromuscular blocking agent.
Renal impairment:

Light anaesthesia:

 

Marked bradycardia:

 

Hepatic impairment:

Sugammadex has not been investigated in patients receiving rocuronium or 

vecuronium:
Sugammadex should not be used to reverse block induced by nonsteroidal 
neuromuscular blocking agents such as succinylcholine or 

induced by steroidal neuromuscular blocking agents other than rocuronium or 

is advised not to use sugammadex in this situation.
Delayed recovery:

longer recovery times.
Drug hypersensitivity reactions:

Sodium:

4.5  Interaction with other medicinal products and other forms of 
interaction

sugammadex and other medicinal products, non-clinical experiments, clinical 
studies and simulations using a model taking into account the 

For hormonal contraceptives a clinically relevant capturing interaction could not 

sugammadex administration.

T /T1

/T1

such a situation is observed, the clinician is advised to consider the 

Hormonal contraceptives:

oral 

non-oral hormonal contraceptives, the patient must use an additional 

in vitro experiments a pharmacodynamic interaction (aPTT and PT 

Paediatric population

4.6  Fertility, pregnancy and lactation
Pregnancy
For sugammadex no clinical data on exposed pregnancies are available.

Fertility

4.7  Effects on ability to drive and use machines

4.8  Undesirable effects

Table 2: Tabulated list of adverse reactions

[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)]

Sugammadex 100mg/ml

Solution for Injection

sugammadex



The dose

you need based on:

you.

How Sugammadex is given

If more Sugammadex is given to you than 
recommended

cause any problems.

medicine, ask your anaesthetist or other doctor.

4. Possible side effects

although not everybody gets them.

anaesthetist.
Common side effects (may affect up to 1 in 10 people)

sleep, so need more anaesthesia. This might cause you 

in heart rate, coughing or moving

procedure.
Uncommon side effects (may affect up to 1 in 100 
people)

pressure. Severe allergic or allergic-like reactions can be 

healthy, conscious volunteers

Frequency not known

administered.
Reporting of side effects

5. How to store Sugammadex

6. Contents of the pack and other information

What Sugammadex contains
- The active substance is sugammadex.

hydrochloric acid and/or sodium hydroxide.
What Sugammadex looks like and contents of the 
pack
Sugammadex is a clear and colourless to slightly 

Not all pack sizes may be marketed.

Marketing Authorisation Holder 
Wockhardt UK Ltd.

Manufacturer

Prilaz baruna Filipovića 25
Zagreb 10000
Croatia
Other formats:

Product Name Reference Number

Sugammadex 100mg/ml

This leaflet was last revised in 09/2023.

System organ class Frequencies Adverse reactions
(preferred terms)

Respiratory, thoracic and Common Cough
mediastinal disorders

procedural complications anaesthesia

Procedural hypotension
Procedural complication

Drug hypersensitivity reactions:
Hypersensitivity reactions, including anaphylaxis, have occurred in some 

 

exposure to sugammadex.

tube, coughing, mild bucking, arousal reaction during surgery, coughing during 
the anaesthetic procedure or during surgery, or anaesthetic procedure-related 

anaesthetic procedure or during surgery, grimacing, or suckling on the 

Procedural complication:
Procedural complications included coughing, tachycardia, bradycardia, 
movement, and increase in heart rate.

Marked bradycardia:

Additional information on special populations
Pulmonary patients:

 

Paediatric population

Morbidly obese patients

Patients with severe systemic disease

4.9  Overdose

 

5.  PHARMACOLOGICAL PROPERTIES

5.1  Pharmacodynamic properties

neuromuscular blocking agent available to bind to nicotinic receptors in the 

induced by rocuronium or vecuronium.

rocuronium or vecuronium bromide:
Routine reversal – deep neuromuscular blockade:

/T1

Table 3: Time (minutes) from administration of sugammadex or 
neostigmine at deep neuromuscular blockade (1-2 PTCs) after rocuronium 
or vecuronium to recovery of the T4/T1 ratio to 0.9

Neuromuscular Treatment regimen

blocking agent Sugammadex (4mg/kg) Neostigmine (70mcg/kg)

Rocuronium

Vecuronium

Routine reversal – moderate neuromuscular blockade:

2

/T1

Table 4: Time (minutes) from administration of sugammadex or 
neostigmine at reappearance of T2 after rocuronium or vecuronium to 
recovery of the T4/T1 ratio to 0.9

Neuromuscular Treatment regimen

blocking agent Sugammadex (2mg/kg) Neostigmine (50mcg/kg)

Rocuronium

Vecuronium

2

cis-atracurium:
Table 5: Time (minutes) from administration of sugammadex or 
neostigmine at reappearance of T2 after rocuronium or cis-atracurium to 
recovery of the T4/T1 ratio to 0.9

Neuromuscular Treatment regimen

blocking agent Rocuronium and Cis-atracurium and
sugammadex (2mg/kg) neostigmine (50mcg/kg)

For immediate reversal:

Table 6: Time (minutes) from administration of rocuronium and 
sugammadex or succinylcholine to recovery of the T1 10%

Neuromuscular Treatment regimen

blocking agent Rocuronium and Succinylcholine (1mg/kg)
sugammadex (16mg/kg)

N 55 55

Table 7: Time (minutes) from administration of sugammadex at 3 minutes 
after rocuronium to recovery of the T4/T1 ratio to 0.9, 0.8 or 0.7

T4/T1 to 0.9 T4/T1 to 0.8 T4/T1 to 0.7

N 65 65 65

Renal impairment:

2

impairment in these studies.
Morbidly obese patients:

block and neuromuscular blocking agent, the median time to recover to a 

Paediatric Population:

Patients with severe systemic disease:

5.2  Pharmacokinetic properties

sugammadex.

Distribution:

Metabolism:

Elimination:

1/2

rocuronium in complex.
Special populations:
Renal impairment and age:

 

decreased and t1/2

Table 8: A summary of sugammadex pharmacokinetic parameters stratified 
by age and renal function is presented below:

Selected patient characteristics Mean Predicted PK parameters
(CV*%)

childhood

childhood

Gender:

Race:

Obesity:

5.3  Preclinical safety data

Sugammadex is rapidly cleared in preclinical species, although residual 

in young adult and mature rats demonstrate that sugammadex does not 
. 

6.  PHARMACEUTICAL PARTICULARS

6.1  List of excipients

6.2  Incompatibilities

except those mentioned in section 6.6.

ranitidine.
6.3  Shelf life

Sugammadex 5ml vials: 2 years

 

6.4  Special precautions for storage

6.5  Nature and contents of container

Not all pack sizes may be marketed.
6.6  Special precautions for disposal and other handling

Use in the paediatric population
For paediatric patients Sugammadex can be diluted using sodium chloride 

7.  MARKETING AUTHORISATION HOLDER

Wockhardt UK Ltd.

8.  MARKETING AUTHORISATION NUMBER(S) 

9.  DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

This leaflet was last revised in 09/2023.


