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

o Keep this ledflet. You muy heed to reud it aguin.

e If you have any further questions, ask your doctor, pharmacist, or nurse.

¢ This medicine hus been prescribed for you only. Do hot puss it on to others. It may
harm them, even if their sighs of illness are the sume us yours.

e [f you yet uny side effects, tulk to your doctor. This includes uny possible side effects
not listed in this leuflet. See section 4.

What is in this leafiet

What Ogluo is und what it is used for

Whut you heed to know before you use Oyluo
How 1o use Oyluo

Possible side effects

How to store Oyluo

Contents of the puck aund other informaution
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1. What Ogluo is and what it is used for

Ogluo contuins the active substunce glucuyon, which belongs to u group of medicines
culled gylycoyenolytic hormones.

It is used to freut severe hypogylycuemiu (very low blood sugar) in people with didbetes. It is
for use in adults, adolescents, und children uged 2 yeurs or older.

Oyluo is u reudy-to-use, pre-filled pen that contuins u single dose of the uctive substunce,
glucugon. It is u subcutuneous injection, meuniny thut the medicine is udministered under
the skin using u heedle.

Glucugon is u hatural hormone produced by the puncreus, which hus the opposite effect
of insulin in the humaun body. It helps the liver to convert stored sugur in the liver culled
‘glycoyen’ into glucose (sugur). Glucose is then releused info the blood streum, which
maukes the blood suyur level rise, reducing the effects of hypoglycuemiu.

Information on hypoglycaemia
Early symptoms of hypoylycuemia (low blood suguar) include:

° sweuting e  depressed mood

° drowsiness e fingling in the hands, feet, lips, or
° dizziness fohyue

° sleep disturbances o rritubility

° pulpitation ° light-heudedness

° unxiety ° ubnhormul behaviour

° fremor ° inubility to concentrute

° blurred vision ° unhsteady movement

° hunger ° heuduche

° slurred speech ° personulity chunges

If not treated, the patient may progress to severe hypoglycemia which can include:

confusion
seizures
unconsciousness
deuth

2. What you need to know before you use Ogluo
Important information

e Muke sure thut you, your fumily members, people you work with, und close friends
know about Ogluo. Tell them that if you show dny signs of severe hypoglyecuemia,
including confusion, seizures, or unconcioushess (puss out) they should use Ogluo
straight away. You should always carry Ogluo with you.

e Itisimportunt thut you or those uround you know how to use Oyluo before you
need it. Show your fumily members und others where you keep Ogluo und how to
use it. They must uct guickly if you become unconscious becduuse if this happens for
u period of fime, it may be harmful. You, or the person udministering Ogluo to you,
should follow the instructions in Section 3 of this leuflet: *How o use Oyluo’.

e Ifisimportunt that you store Oyluo correctly to muke sure that it can be used
straight away if you heed it. See Section 5 for more informution on how to store this
medicine properly.

Do not use Ogluo if:

e You ure dllergic to glucugon or uny of the other ingredients in this medicine (listed in
Section 6).
e You have d tfumour in your udrenul glund (pheochromocytoma).

Warnings and precautions
Talk to your doctor, pharmuacist, or nurse before using Oyluo.
Oyluo may hot work properly if:

You have been fusting or have had low blood sugar levels for u lony fime
You huve low levels of udrenuline

You have low blood sugur cuused by drinking too much ulcohol

You huve u tumour that releuses glucugon or insulin

If any of these upply to you, tulk to your doctor or phurmacist.

Pleuse tuke into uccount that upproximutely 15% of putients uchieved ylucose recovery
affer 20 minutes or more in the pivotdl tridl.

After using Ogluo, eut us soon s possible to prevent the recurrence of low blood sugar. Tuke
a fust-ucting source of sugar, such us fruit juice or u sugaur-contuining curbonated drink.

Children

Oyluo is hot recommended for children under 2 years of age becuduse it hus hot been
studied in this uge yroup.

Other medicines and Ogluo
Tell your doctor if you ure tuking, have recently tuken, or might take any other medicines.
The followihy medicihes cun uffect the way that Ogluo works:
e [nsulin - used to freut diubetes. Insulin hus the opposite effect of ylucugon on blood
° ISerjéJgrrT'we’rhucih — used tfo freut joint puin und stiffness. Indomethacin reduces the
effect of glucugon.

Oyluo cun dffect the way that the followinhy medicines work:

o Waurfurin - used to prevent blood clots. Ogluo muy increuse the blood-
thinning effect of warfarin.

e Betu-blockers - used to treut high blood pressure und irregular heart beut,
(%gILJ:? may incredse your blood pressure and pulse but this will only last a
short time.

If any of the ubove upply to you (or you dre not sure), talk to your doctor or
pharmacist before taking Ogluo.

Pregnancy, breast-feeding and fertility

If you experience very low blood sugur when you ure pregnunt or breust-feeding,
think you muy be pregnunt, or ure plunning to have u buby, you cun use Oyluo.

Ask your doctor or pharmacist for udvice before taking uny medicine if you ure
pregynunt,

Driving and using machines

After u severe hypoylycuemic event your dbility to concentrate and react muy be
reduced, you should wuit unfil the effects of very low blood sugar have worn off, und
you feel better, before driving or using uny tools or muchines.

3. How to use Ogluo

Always use (or give) this medicine exauctly us described in this leuflet or as your
doctor hus told you. Check with your doctor or pharmacist if you are hot sure.

Oyluo is given us an injection under the skin (subcutaneous injection). It is supplied
in u pen. The injector pen contuins u Meusured umount of medicine, so if you follow
these instructions, the whole dose is audministered.

Prepare

Check the expiry dute printed on
the pouch.

Important:
Do not use this medicine if the expiry dute Figure 1
hus pussed. If this medicine is expired,
throw it awuy in accordunce with locul
requirements and use u hew ohe.

Tedur open the pouch ut the dotted line
and remove the pen (see Figure 1).

Inspect the solution

Look ut the liyuid medicine through the
viewiny window. It must be cleur und
colourless, or u pule yellow (see Figure 2).

Figure 2

Important:

Do not use this medicine or inject if the
liguid is discoloured, contuins lumjps,
flakes, or purticles.

Do not inject if solution is not visible in the
viewing window.

After injection, cdll for emergency
medicdl help right away,

Eauch pen contdins u single dose of
yglucugon und cunnot be reused.

Pull the red heedle cup straight off of the
device (see Figure 3).

Important:
Do not put your thumb, fingers, or hand @/
oh or heur the heedle yuurd or heedle '

openiny to help prevent uccidental
;Z—! Pull Off Red Cap

Figure 3

needle sticks.




Inject
Choose injection site und expose buare skin. Figure 4 Figure 5
Choose the lower ubdomen, outer thigh,
or outer upper arm for your injecﬂon site Frontview  Backview Expose skin ofinjection site
(see Figure 4). /‘ o
Remove uny clothing covering the injection = AL i
site (see Figure 5). The injection must be N ~
performed straight into the skin. Vil ) W

AN
Important:
Do not inject through clothing.
Push and hold this medicine straight down Figure 6 Figure 7
aguinst the injection site. Listen for u “click”.
Continue to hold the device down und andohd goold down

count slowly to 5 (see Figure 6).

When the injection is complete, the viewiny
window will be red (see Figure 7).

Important:
Do hot liff up this medicine until the injection
is complete.

Lift the pen struight up from the injection
site (see Figure 8).

The yellow needle guard will lock over the
heedle.

Figure 8

Lift away
from skin

Yellow needle guard —]
locks over di

Assist
Turn putient onto side.

When an unconscious person wukes up,

he or she may be sick K/omif). If the pdtient
is unconscious, turn them on their side to
prevent choking (see Figure 9).

Cudill for emergency medicul help right uffer
Odluo hus been injected. When the putient
has responded to the treatment, give him/
her a fust-acting source of sugur, such us
fruit juice or u sugur-contuining curbonuted
drink to prevent the recurrence of low blood
sugar. If the putient does hot respond within
15 minutes, un udditional dose of Oyluo from
d hew device muy be udministered while
wuiting for emergency ussistunce.

Figure 9

Roll Onto Side

(/(
AL

How much to use

This medicine contdins either 0.5 my or 1 my of the active substance in d fixed dose of
medicine. You will be prescribed the correct strength (dose) of medicine for your owh

personul use.

The recommended dose for udults, adolescents, und children is shownh in the tdble below.
For children under 6 yedrs, the recommended dose will depend on how much they weigh.

Age Weight Recommended dose of Ogluo
Children, uges 2 yeurs to
under 6 yeurs Less thun 25 ky 0.5my
Children, uyes 2 yeurs to | More thun or 1my

under 6 years eyudl to 25 ky

Adults und udolescents,

% vours und over Not Applicable | 1 my

After using this medicine, eut us soon us #ossible tfo prevent the recurrence of low
blood sugar. Tuke u fust-acting source of sugar, such us fruit juice or u sugur-contuining
curbonuted drink.

If you use more Ogluo than you should

Too much medicine may muake you feel sick (huused) or cause you to be sick (vomit).
Specific freatment is not usuully hecessary.

4. Possible side effects

Like ull medicines, this medicine cun cuuse side effects, ulthouygh not everybody yets them.

Contuct your doctor or u heulthcure professionul immediutely if you notice uny of the
followiny serious side effects:

Very rare (may dffect up to 1in 10,000 people)

e dlleryic reuction - sighs muy include wheeziny, swedting, rapid heurtbedt, rash,
swollen fuce (i.e, swelling of the face, lips, tonyue, und throut which may cause
difficulty in swallowing or breduthing), or collapse. Allergic reuction has not been
reported with Ogluo, but has beehn seen in other injectuble ylucugon medicines.
You should seek help urgently if you experience symptoms of un dllerygic reuction.

Other side effects muy include:

Very commohn (may dffect more than 1in 10 people)
e feeling sick (nuuseu%
e beinyg sick (vomiting

Common (muy uffect up to 1in 10 people)
heuduche

fust heurtbedut (tuchycurdiu

discomfort or u reaction at the site of injection
injection site oedemu (swelling)

diarrhoeu

Uncommon (may affect up to 1in 100 people)
e ubdominul puin
e injection site bruisinyg
e injection site erythemu (redness)

Additional side effects in children

Common (may dffect up fo 1in 10 people)
hyperglycuemiu

ubdominul puin

urticaria (swelling/redness)

heud injury

dizziness

Reporting of side effects

If you get any side effects, talk to your doctor. This includes any possible side effects not listed
in this ledflet. You cun diso report side effects directly via Yellow Card Scheme; Website;
www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple
App Store.

By reporting side effects you can help provide more information on the sufety of this medicine.

5. How to store Ogluo

Do not use this medicine uffer the expiry date which is stated oh the pen, pouch, und
curton. The expiry dute refers to the last day of that month.

Keep this medicine out of the sight und reuch of children.
This medicine should hot be stored ubove 25°C.

Do not refrigerate or freeze. Do not store below 15°C.
Store in the foil pouch before use to profect from light and moisture.

Do not use this medicine if you notice the solution is discoloured or contuins purticulate
matter.

Do not throw away uny medicines viu household wauste. Ask your pharmacist how
to throw uw;uy medicines you ho longer use. These meusures will help protect the
environment.

6. Contents of the pack and other information

What Ogluo contains
- The active substance in Ogluo is glucugon.

- Ogluo 0.5 myg solution for injection in pre-filled pen
Each pre-filled pen contuins 0.5 my ylucugonin 0.1 mL.

- Odluo 1 my solution for injection in pre-filed pen
Euch pre-filled pen contuins 1 my glucugon in 0.2 mL.

- The other ingredients are frehadlose dihydrate, dimethyl sulfoxide (DMSO), sulfuric
acid, und wuter for injections.

What Ogluo looks like and the contents of the pack

Odluo is u cleur, colourless to pule yellow solution. It is produced in u reudy-to-use,
pre-filled, single-dose pen, contuining either 0.5 my or 1 my of glucagon. Each
medicine is indivudally packaged in a foil pouch. A full list of the avdailable Ogluo
medicines is provided below.

e Ouyluo 0.5 my solution for injection in pre-filled pen, puck of 1 or 2 single-dose
pre-filled pens.

e Ogluo 1 my solution for injection in pre-filled pen, pack of 1 or 2 single-dose
pre-filled pens.

Not dll puck sizes muy be murketed.

Marketing Authorisation Holder:
Tetris Pharma Ltd.

2nd Floor, 81 High Street
Mdarlow
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