Cisatracurium Accord Smg/ml Solution for injection/infusion
Cisatracurium Accord 2mg/ml Solution for injection/infusion

V1.2 Elements for a public summary

VI.2.1 Overview of disease epidemiology

Cisatracurium is used to relax the muscles. It works by blocking the signals between nerves
and muscles. Cisatracurium is given before general anesthesia in preparing for surgery.
Cisatracurium helps keep body still during surgery. It also relaxes throat so a breathing tube
can be more easily inserted before the surgery. Cisatracurium should not be used in patients
allergic to cisatracurium or similar medications used in anesthesia.

VI1.2.2 Summary of treatment benefits
Accord has not conducted any studies for Cisatracurium on expected benefits considering its
similarity to the currently marketed product (NIMBEX® injection, Abbott Laboratories) and

is used to relax muscles during operations on adults and children over 1 month of age,
including heart surgery, to help insert a tube into the windpipe (tracheal intubate on) if a
person needs help to breathe and to relax the muscles of adults in intensive care.

VI1.2.3 Unknowns relating to treatment benefits

Cisatracurium Accord has not been studied in children less than 1 month old and in pregnant

and lactating females.

VI1.2.4 Summary of safety concerns
Important identified risks

in Cisatracurium Injection

Risk What is known Preventability
Cross-sensitivity Cisatracurium should not be | Yes
between used in The doctor or the nurse
neuromuscular case of allergy should be informed in case
blocking agents (hypersensitivity) to of
cisatracurium, any other any previous allergy to
muscle cisatracurium or any other
relaxant or any of the other | muscle relaxant.
ingredients

Allergic reactions Cisatracurium should not be
(Anaphylactic reactions) used in

case of allergy
(hypersensitivity) to
cisatracurium, any other
muscle relaxant or any of
the other ingredients

in Cisatracurium Injection

Yes

Inform doctor if signs of
allergic reaction are
observed.

The signs may include:

* sudden wheeziness, chest
pain or chest tightness

* swelling of your eyelids,
face, lips, mouth or tongue
* a lumpy skin rash or
‘hives’

anywhere on your body

* a collapse

Decrease in blood Possible side effect includes

Yes
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pressure
(Hypotension)

hypotension

Inform doctor if you notice
decrease in blood pressure

Important potential risks

Risk

What is known

None

None

Missing information

Risk What is known
Use in children less than 1 Children less than 1 month old should not
month have this medicine as it has not been studied

in this patient population.

Use during Pregnancy and

breast feeding (Lactation) as

well as effect on natural capability to
produce offspring

(fertility)

There are no adequate data from the use of
Cisatracurium in pregnant women. Animal
studies are insufficient with respect to
effects on pregnancy, embryonal/foetal
development, parturition and postnatal
development. The potential risk for humans
is unknown. Cisatracurium should not be
used during pregnancy. It is not known
whether cisatracurium or its metabolites are
excreted in human milk. No studies carried
out to find the effect of drug on natural
capability to produce offspring (fertility)

VI.2.5 Summary of risk minimisation measures by safety concern

All medicines have a Summary of Product Characteristics (SmPC) which provides
physicians, pharmacists and other health care professionals with details on how to use the
medicine, the risks and recommendations for minimizing them. An abbreviated version of
this in lay language is provided in the form of the package leaflet (PL). The measures in these
documents are known as routine risk minimisation measures. This medicine has no additional

risk minimization measures.

VI1.2.6 Planned post authorisation development plan

No studies planned.

VI1.2.7 Summary of changes to the risk management plan over time

‘Hypotension’ have been added.
Missing information for “Use in
Pregnancy and lactation” has been
modified as “Use during Pregnancy
& lactation and effect on fertility”

Version Date Safety Concerns Comment
2.0 26 March | Important identified risks:
2014 ‘Anaphylactic reactions’,
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