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Package leafletI: Information for thdla patient

Byfavo 50 mg powder,
for concentrate for solution
for |nject|on/|nfu5|on !

I
W This medicine is élubject to additional mohitoring. This
will allow quick identification of new safety information.
You can help by reporting any side effect you may get.
See the end of sectidln 4 for how to report si{je effects.

Iremlmazolam

Read all of this leaFIlet carefully before yo!.l are

given this medicine because it contains important

information for you. 1

- Keep this leaflet. \{ou may need to read it again.

— If you have any further questions, ask yaur doctor or
nurse. ! !

- If you get any sidq' effects, talk to your dog'tor or nurse.
This includes any possible side effects notlisted in this

leaflet. See section 4. 1
|

T

I

What is in this leaflet I I
1. Wha'; Byfavo is and what it i% used for :
2. What you need to know before you are given Byfavoi
3. How!Byfavo is given : :
4. Possible side effects I I
5. HovvI to store Byfavo ! :
1

1

6. Conqents of the pack and otﬁer information

1. What Byfavo is and what it is used for

Byfavo is a medicine that contains the active substante
remimazolam. This is one of a group of medicines known
as benzodiazepines. Byfavo is! given to make you lose
consciciusness (sleep) when yotll have surgery. :

2. What you need to know before you are
given Byfavo
]

You mlIlSt not be given Byfavt:: if: 1

- you : are allergic to rémimazolam or other
benzpdiazepines (such as midazolam) or any of the
othet ingredients of this medicine (listed in section 6).

- you :have an unstable forr:n of a condition calléd
myasthenia gravis (weakness of muscles) in which your
ches]l, muscles that help you breathe get weak

Warnings and précautlons !

Talk to your doctpr or nurse before usmg Byfavo if you

have any severe illness or condition and in particular if:

- you have very lbw or very high blood p'ressure or tend
to faint | |

- you have heart iproblems especially a very slow and/or
irregular (arrhythmic) heart rate :

- you have any breathing problems mcludlng shortness
of breath ! :

— you have severg liver problems I

- you have a condition called myasthenla gravis in which
your muscles are weak |

— you regularly take recreational drugs of you have had

problems with (flrug useinthe past. |

Byfavo can cause temporary loss of memdry. Your doctor
will assess you before you leave the hospifal or clinic and
give you necessary advice. 1

Some patients flmdergoing surgical og)erations may
experience suddeqn mental confusion (delirium) after the
operation. This islmore common in patients who have
major surgeries, alre older, have memor})I problems, are
exposed to anaesthesia/sedation which is deep and/or for
a long period, or have infections. Patients with delirium
may find it difficult to follow a conversatin, be confused
at some times mpre than others, become agitated and

restléss or sleepy and very slow, and have vivid dre‘ams
or hqar noises or voices Wh|'Fh do not exist. Your dqctor
will assess your condition and organise the necessary
treat‘ment to manage it. : !

Benzpdlazeplnes sometimes;cause effects which are the
oppdsite of the medication i$ meant to do. You may hear
thesé referred to as ‘paradoxf,cal' effects. They include'[ eg.
aggressive behaviour, agitation, anxiety. These are more
coml‘non in older people Whén receiving high doses ofthe
drug,or when the drug is glvqn rapidly. |

Chlldren and adolescents : I

Byfavo should not be given to patients under the age of
18 y%zars because it has not :been tested in ch|ldren|and

adolescents. | |
| | |
Other medicines and Byfavo I

Tell your doctor if you are taklng, have recently takén or

mlgl]t take any other medlcmes in particular about

- opioids (including palnk|llers such as morplmne,
fehtanyl and codeine or Il:ertain cough medicinés or
medicines for use in drug substitution therapy)

- anttipsychotics (medicines| to treat certain psychiatric

illpesses) I

- an}dolytics (tranquilizers ‘or medicines that re{juce

- medlcmesthat cause sedation (for example temazepam

or dlazepam) |

- antldepressat:ns (medicines to treat d:epression)
— certain antihistamines (medicines to treat allergies)

. iy . . .
— certain antihypertensives (medicings to treat high
blood pressure) I

1 1
Itis important to tell your doctor or nurse if you are taking
other med|cme$ as using more than oné at the same time
can change the effect of the medicines |nvolved

Byfavo with alpohol :

Alcohol can change the effect of Byfav<1> Tell your doctor
or nurse how n‘\uch alcohol you drink r'egularly or if you
have had problqms with alcohol use. |

Do not drink alcohol for 24 hours befbre you are given
Byfavo.

Pregnancy ana‘I breast-feeding :

You should noti use Byfavo if you are pregnant or think
you may be preignant. Tell your doctor ér nurse if you are
pregnant or think you may be pregnantlI

If you are a breastfeeding mother, do riot breastfeed for
24 hours after)}ou are given this medici:ne.

Driving and using machines '

Byfavo makes .you sleepy, forgetful and affects your

abfllty to concentrate. Eveh though these effects Wear off
rapldly, you must not drlv,e and operate machmery until
these effects are completely gone. Ask your doctor about
Wflﬁen you can drive or opeIPate machinery again. :

Byfavo contains dextran 40 for injection :

This medicine contains 198 mg of dextran 40 for injection
in'each vial. Rarely, dextfans can cause severe allergic
re::«;\ctions. If you have bre'athing difficulty or sweﬂling or

you feel faint, get medicalihelp at once. I
| | |

3. How Byfavo is given

Yq'ur doctor will decide on:the right dose for you. :
Ydur breathing, heart ratle and blood pressure Wlll be
mpnltored during the prpcedure and the doctpr will
adjust the dose if needed. 1 I
A Ifjoctor or nurse will giv{a you Byfavo by injectiq'm into
your vein (blood stream) before and during surgery.
Byfavo is mixed with sterille sodium chloride solution to
make a solution before it is used. You may need several
meédicines to keep you asleep, free from pain, bréathing
wéll with a steady blood piressure. The doctor will:decide
which medicines you need. 1
Tifne to recovery after end of administration is expected
to,be 12-15 min. : I

If you are gNen too much Byfavo !
If you are g||ven too much Byfavo,lyou may have the
following symptoms: I
- your blood pressure may drop !

- your heartbeat may slow down :
— your breathing may become slow and shallow

| |
Your doctor will know how to treat you.

Ask your doctor or nurse if you have any questions about
the use of thIIS medicine. |

4. Possible side effects

Like all medicines, this medicine can cause side effects,
although not everybody gets them. |

Very commonh (may affect more than' in 10 users)
~ Slow heart rate

Low bloodipressure

~ Feeling sick (nausea)

Being sick (vomiting)

|
|
|
|
I
Common (mayaffect upto1in10 use:rs)
— Feeling agitated 1
Headache: :
Feeling dizzy 1
- Unusually Iplow or shallow breathi'pg (and low oxygen
level in blood) I

L Prolonged sleepmess' or being unconscious 'after the
: operation |
'— Chills '

|
1
|
IUncommon (may affectlup to1in100 users) 1
= Hiccups :

I
+ Abnormal positioning of the tongue in the mouth

(higher, toward the rdlof, and further back in tﬂle mouth

1
1
i than usual) I I
L 1 1
1 1

Not known (frequency cannot be estimated (’rom the
Iava/lab[e data) | |
- Sudden, severe allergic reaction

Feeling cold

1
I I I
Reporting of side effeats 1
If you get any side effetts, talk to your doctor or nurse.
.Th|s includes any possible side effects not listed in this
leaflet. You can also repbrt side effects directly Via Yellow
:Card Scheme, website: :www.mhra.gov.uk/yellq'wcard or
search for MHRA Yellow Card in the Google Play or Apple
:App Store. By reporting:side effects you can helﬁ) provide
more information on the safety of this medicine.

5. How to store Byfavo

Profession,!als in the hospital or clilnic are responsible for

storing this medicine. !

Keep this rlnedicine out of the sigthI and reach of children.

Do not usé this medicine after thb expiry date which is

stated on qhe carton and vial label The expiry date refers

to the lastiday of that month. 1

Chemical : and physical in-use: stability has

demonstrated for 24 h at 20 - 25°C.

From a mig':robiological point of viéw, unless the method

of opening/reconstitution/dilution precludes the risk of

microbial Il:ontamination, the prdduct should be used

immediately. If not used immediately, in-use storage

times and!conditions are the responsibility of the user

(see SmPC:section 6.3). |

Do not use this medicine if you ndtice visible particulate

matter or (:iiscolouration.
I

been

What Byfavo contaiq'1$ .
— The active substance is remimazolam.i Each via
contains rem|mazolam besylate equwalent to 50 mg of
remimazolam. Aftqr reconstitution each an contains
5 mg of remimazolam which is further diluted before
use. Your doctor will decide the exact améunt that is

right for you. : :

— The other ingredients are: :

- Dextran 40 for idljection !

- Lactose monohydrate :

- Hydrochloric acid I

- Sodium hydromde !
See section 2, Byfavq contains dextran 40 foi’ injection”.
What Byfavo looks l,ke and contents of thq pack
Byfavo is a white to off-white powder for concentrate for
solution for injection/infusion (powder for corlhcentrate).

Pack sizes
10 vial pack
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anxiety) : I
[

| | |

60004601-02 3000242409.indd 1

Approval by Regulatory Affairs:

Approval Date:

15/05/2024 13:48 ‘

2 Ringlet Road

St Mary’s Island
Chatham, Kent

ME4 3ET

RM Pharma Artwork

NOTE: Artwork studio checks pre-press suitability of this artwork only.
It is also the responsibility of the customer to perform a thorough Technical,
Text content and code check on the supplied artwork.

Product name: BYFAVO 50mg

Creation date: 15/05/2024

Material Designation: Byfavo_50mg_GB_PIL_mock-up_v001

Operator: RM

RMPA Ref: N/A

Part Code: 3000242409
CMO Code: 60004601-02

Core spec size: 800x110

Revision: N/A

Page no: 1 of 2

Amended by: N/A

Modification date: N/A

Proof no: 01

Body text: 9pt Minimum Point Size: 9pt
Pharma Code: 1607
Colours:

B sick

R

Tech Colours:

B pie-cut

) TECHNICAL (do not print)




T
I

T T
I I

T T T
I I I

T
I

T T T
I I I

T T
I I

T

I
Marketmg Authorisation Holder !
PAION Deftschland GmbH :
Heussstraf3e 25 |
52078 Aachien 1
Germany | :
Manufacturer :
PAION Pharma GmbH |
Heussstraf3e 25 1
52078 AacHen :
Germany :

For any |nf<prmation about this meljicine, please contact
the local representative of the Marketing Authorisation
Holder: :

United Kingdom
PAION UK Etd.
Tel: + 800 4453 4453
Email: infolUK@paion.com

This leaflet was last revised in 052024

The following |nforlnat|on is intended for healthcare
professionals only I ,

Byfavo 50 mg povyder for concentrate fclr solution
for injection/infusion 1

1 I
FOR INTRAVENOUS USE ONLY 1

Must be reconstitllted and further diluteld before use
with Sodium chlorlde 9 mg/mL (0.9%) solutlon for

injection | |

Read the summary of product characterllstlcs (SmPC)
carefully before use. ,
Remimazolam must only be given in! hospitals or
adequately eqmpﬂed day therapy units 'by physicians
trained in anaesthe5|a i

Circulatory and !respiratory functions' should be
constantly monittlred (e.g. ECG, pulse 4ximetry) and
facilities for maintenance of patent airways, artificial
ventilation, and other resuscitation facilities should be
immediately available at all times.

1

|
Instructions for use :
Instructions for us¢

|

1

General precaution$

Each vial is for single use only. Reconstitution and
dilution of the product should be conducted using aseptic
1 1

techniques. Once opened the|contents of the vial shduld
be uqed immediately (Sde section 6.3). To prevent
coring, the needle should be inserted at a 45-60° angle
with the opening of the needle tip facing up (i.e., aWay
from lhe stopper), sometlme§ referred to as “bevel l,Jp

A small amount of pressure is applied, and the angle is
gradublly increased as the rleedle enters the vial. The
needle should be at a 90° angle just as the needle bevel

passes through the stopper. | I
| | |
Instructions for reconstitution 1

Byfavlb should be reconstlttlted by adding 10 mL' of
sodium chloride 9 mg/mL (0,9%) solution for |nJec1;|on
and swirled gently until the powder has entirely dissolved.
Recorlst|tuted Byfavo will be d:lear and colourless to light
yellovy The solution is to be d|§carded if visible particulate
mattar or discolouration is observed. I

lnstrulctions for dilution l l

For admlnlstratlon the recor‘\stltuted solution must‘I be
further diluted. The appropna,te volume of reconstituted
remimazolam solution must be withdrawn from the
vial(s ) and added to a syr|nge' or infusion bag conta|n‘|ng
sodlum chloride 9 mg/ml (O 9%) solution for |nJecq|on
in order to achieve a final concentration of 1-2 mg/ml
reminlhazolam (Table 2). : !

Table 2 DilutiorlI instructions

T
I
1
|
I

1 1
Reconstituted, | Final Final
solution I'| concentration concentration
1 1
;| 2mg/ml 1mg/ml
1 1
5 mg/mL 1| Dilute 10 mL of | Dilute 10 mL of
I'| reconstituted retonstituted
(50 mg I . . . .

. solution with so:lutlon with
reconstituted ! . .
with 10 mL) 1| 15 mL of sodium | 40 mL of sodium

'l chloride (0.9%) | chloride (0.9%)
: solution for so:lution for
1| injection injection

Administration with other fluids

When Byfavo isI reconstituted and dilluted for use in
sodium chloride l(O 9%) as described abol/e compatibility

has been shown W|th
Glucose 5% mtravenous infusion,
Glucose 20% w/v solution for infusion, '

Sodium Chlorid:e 0.45% w/v and Glucose 5% wi/v

solution for infusion,
Sodium ChloridéI 0.9% intravenous infusllon,

Ringers Solution (Sodium Chloride 8.6, g/L, Potassium

Chloride 0.3 g/L} Calcium Chloride dihydrate 0.33 g/L)
1 1

1 1 1
Thi5 medicinal product ' must not be mixed or
1 L. 1 . . L
co-administered through the same infusion line; with
medicinal products other than those fluids described in

. a 1 1
th|% section : :

lncémgat/b/[/tles : :

Incompatibilities between IByfavo and co- admlmstered
solutlons may result in |3reC|p|tat|on/turb|d|ty Which
may cause occlusion of vascular access site. Byfavo is
incompatible with Lactated'Ringer’s Solution (also known
as Compound Sodium Lactate Solution or Hartmann’s
Solution), Acetated nger,s Solution, and Blcarbonated
Ringer’s Solution for infusion and other alkaline solutions
sine the solubility of the product is low at pH of 4 or
higher. 1 1

Thi$§ medicinal product must not be mixed of co-

1. . | . . . | .

administered through the same infusion line, with
other medicinal productsiexcept those mentioned in

"Ad'ministration with other'fluids". :

In-Use stability after reconstltut/on :
Chemical and physical in use stability has i been
derhonstrated for 24 hours at 20°C to 25°C. '
From a microbiological pomt of view, unless the method
of dl)pen|ng/reconst|tut|on/|d|lut|on precludes the |4||sk of

1 1
microbial contamination, the product should be used
immediately. ,If not used |mmed|atqu, in-use storage
times and cond|t|ons are the respon5|h>|l|ty of the user.

Special precaut/ons for storage |
Keep the vials ln the outer carton in orlder to protect from
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