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Please see important safety information, including boxed warning regarding risk of infection, on pages 13-15, and the accompanying
full Prescribing Information and medication guide.

Step 1: Prepare your infusion

Gather your supplies (see image below)

Wash your hands thoroughly with soap and water. Dry your hands

Remove a single-vial carton from the refrigerator. Keep the vial in the carton
until it is ready for use to protect it from light and allow it to warm to room 
temperature for 30 minutes. DO NOT try to speed up the warming process

Find a well-lit, flat work surface area (like a table)

Thoroughly clean your flat work surface using an alcohol wipe

Step 2: Check the vial and liquid

Remove the vial from the carton. Carefully look at the liquid

Do not use the vial if: 
• The liquid looks cloudy, contains particles, or is dark yellow

• The expiration date on the label has passed
• The protective purple flip cap is missing or damaged

Pegcetacoplan is a clear, colourless to slightly yellowish liquid.
Check for particles or colour changes




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



Make sure your space is away
from pets or small children 
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Vaihe 1. Infuusion valmistelu Vaihe 2. Tarkista injektiopullo ja siinä oleva neste

» � �Ota yhden injektiopullon pahvikotelo jääkaapista 
ja pidä huoneenlämmössä 30 minuutin ajan.

» �Aspaveli-valmisteen on oltava kirkasta, väritöntä tai 
hieman kellertävää.

» �Tarkista, ettei neste sisällä hiukkasia tai ole poikkeavan 
väristä.

1. �Siirtoneula TAI neulaton siirtolaite lääkkeen ottamiseen  
injektiopullosta

2. Yhteensopiva ruisku

3. Infuusioletku/infuusiosarja

4. Alkoholipyyhkeet

5. Terävän jätteen säiliö

6. Läpinäkyvä sidos

Kuvasta puuttuvat infuusiopumppu ja pumpun käyttöohje

1. 

2. 

3. 

4. 

5. 

6. 

Älä käytä jos suojakorkki puuttuu, 
jos viimeinen käyttöpäivämäärä on 
ohitettu tai jos liuos on sameaa tai 

sisältää hiukkasia.

Vaihe 3. Valmistele ja täytä ruisku

Vaihe 3. (jatkoa). Valmistele ja täytä ruisku

»� Irrota suojakorkki.

»� Puhdista tulppa uudella alkoholipyyhkeellä  
hoitohenkilökunnan ohjeiden mukaisesti.

Clean the stopper with a new alcohol wipe and allow the
stopper to dry 

OPTION 1: If using a needleless transfer device (such as a vial adapter), follow the instructions below  

Remove the top cover of the vial adapter package. Do not remove
the vial adapter from the package 

Attach the vial adapter to the vial. Use the blister pack to handle
the vial adapter 
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Step 3: Prepare and fill syringe
Remove the protective purple flip cap from the vial to expose
the central portion of the gray rubber stopper of the vial 
throw the purple cap away 

To fill the syringe, you will be instructed to use either a vial adapter or a transfer needle 
to draw-up product from the vial:

Remove the blister pack from the vial adapter and discard.
Do not touch the exposed end of the vial adapter 

Connect the vial adapter to the vial by pushing it vertically down
on to the vial until the vial adapter snaps in place. Ensure the
spike has penetrated the rubber stopper 

Attach a syringe filled with 20 mL of air to the vial adapter by
turning it clockwise

Turn the vial upside down and inject the air into the vial, which will
then allow the drug to fill the syringe

Slowly pull the plunger to fill the syringe with all the
pegcetacoplan liquid. Ensure all the drug is removed from the vial 

Place vial back onto flat surface and remove syringe
from the vial adapter by turning counterclockwise





















Attach a sterile transfer needle to a sterile syringe
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OPTION 2: If using a transfer needle to draw-up product from the vial, please see the instructions 
for use that came with your medication (also included in the pocket of this brochure)

Pull back the plunger to fill the syringe with air,
which should be about 20 mL 

Push the air-filled syringe with transfer needle
attached through the center of the vial stopper

The tip of the transfer needle should not  be in the
solution to avoid creating bubbles  









Gently push the air from the syringe into the vial 
This will inject the air from the syringe into the vial

Turn the vial upside down





With the transfer-needle tip in the solution, slowly
pull the plunger to fill the syringe with all the
pegcetacoplan liquid
Remove the filled syringe and the transfer needle
from the vial 





Do not recap the transfer needle.
Unscrew the needle and throw it away in the sharps container

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Pumpun valinnasta ja hoitohenkilökunnan 
ohjeista riippuen varusteet voivat vaihdella.

» �Pese kädet ja ota esiin infuusiota varten kaikki 
tarvikkeet ja pumppu. Käytä valmisteluun alko-
holipyyhkeellä puhdistettua pintaa.

Vaihtoehto 2 – Jos käytät neulatonta siirtolaitetta 
(esim. Mini-spike)

» �Irrota kärjen suojakorkki, mutta varo koskemasta kärkeä.

» Työnnä kärki kumitulpan läpi.

» Avaa siirtolaitteen kansi ja kiinnitä ruisku.

» �Käännä pullo ylösalaisin ja vedä liuos hitaasti ruiskuun. 
Minispiken kärjen on oltava nestepinnan alla, jotta voisit 
vetää kaiken nesteen.

» Irrota ruisku siirtolaitteesta.

» �Poista kaikki kuplat kääntämällä ruiskun pää ylöspäin  
ja varovasti napauttamalla ruiskua sormella.

» �Kiinnitä ruisku nyt sinulle määrättyyn infuusiosarjaan 
(letku ja neula).

» �Paina hyvin varovasti ruiskun mäntää ja täytä 
infuusiosetti lähes neulaan asti, kuten hoitohenkilökunta 
on opettanut.

Tarkista, että oma siirtolaitteesi vastaa yllä esitettyä 
kuvausta.

Vaihe 5. Valitse ja valmistele infuusiokohta tai -kohdat   
» ��Voit valita infuusiokohdan olkavarresta, vatsasta,  

lantion alueelta tai reidestä.

Älä käytä samaa infuusiokohtaa kuin edellisellä kerralla.

» �Jos annat infuusion kahteen eri kohtaan, niiden on 
oltava 7,5 cm etäisyydellä toisistaan ja vähintään 5 cm 
etäisyydellä navasta.

» �Puhdista iho hoitohenkilökunnan antamien ohjeiden 
mukaisesti.

Step 4: Prepare infusion pump and tubing 

Gather the infusion pump supplies and follow the device manufacturer’s
instructions to prepare the pump and tubing 



Step 5: Prepare the infusion site(s) 

Vähintään 
7,5 cm väli

Choose an area on your abdomen, thighs, hips,
or upper arms for the infusion(s)

Let your skin dry



Use a different site from the last time you infused
pegcetacoplan. If there are multiple infusion sites, 
they should be at least 7.5 cm apart. If infusing 
in the abdomen, ensure that you pick a site 
at least 5 cm from the navel (belly button). 
Rotate infusion sites in between each infusion 



 Clean the skin at each infusion site with a new
alcohol wipe, starting in a circular motion and 
working outward in a circular motion 



DO NOT INFUSE into the following areas:
• Tender, bruised, red or hard skin
• Tattoos, scars or stretch marks

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Olkavarsi

Vatsa
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Vaihe 4. Valmistele infuusiopumppu

» �Valmistele pumppu, jonka olet saanut Aspaveli-
valmisteen antoon. Noudata opastuksessa saamiasi  
ja käyttöohjeessa olevia neuvoja.

Vaihtoehto 1 – Kun käytät siirtoneulaa

» �Kiinnitä steriili siirtoneula ruiskuun.

» �Vedä ruiskuun ilmaa vetämällä mäntää taaksepäin  
20 ml viivaan asti.

» �Injektiopulloa on pidettävä pystyssä, kun työnnät neulaa 
pullon kumitulpan lävitse. Älä käännä injektiopulloa 
ylösalaisin.

» �Paina varovasti ilma ruiskusta injektiopulloon. Varmista, 
ettei neulan kärki ole liuoksessa ennen kuin  
alat painaa ruiskusta ulos ilmaa injektiopulloon.

» Käännä pullo ja ruisku ylösalaisin.

» �Kun siirtoneulan kärki on liuoksessa, voit alkaa vetää 
mäntää hitaasti ja täyttää ruiskua lääkeaineella.

» Irrota ruisku siirtoneulasta.

» �Poista mahdolliset kuplat ruiskusta suuntaamalla ruiskun 
kärki ylöspäin ja napauttamalla ruiskua sormella.

» �Liitä ruisku sinulle määrättyyn infuusiosarjaan (letku ja neula).

» �Paina hyvin varovasti ruiskun mäntää ja täytä infuusiosarja 
lähes neulaan asti, kuten hoitohenkilökunta on opettanut.

Clean the stopper with a new alcohol wipe and allow the
stopper to dry 

OPTION 1: If using a needleless transfer device (such as a vial adapter), follow the instructions below  

Remove the top cover of the vial adapter package. Do not remove
the vial adapter from the package 

Attach the vial adapter to the vial. Use the blister pack to handle
the vial adapter 
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Step 3: Prepare and fill syringe
Remove the protective purple flip cap from the vial to expose
the central portion of the gray rubber stopper of the vial 
throw the purple cap away 

To fill the syringe, you will be instructed to use either a vial adapter or a transfer needle 
to draw-up product from the vial:

Remove the blister pack from the vial adapter and discard.
Do not touch the exposed end of the vial adapter 

Connect the vial adapter to the vial by pushing it vertically down
on to the vial until the vial adapter snaps in place. Ensure the
spike has penetrated the rubber stopper 

Attach a syringe filled with 20 mL of air to the vial adapter by
turning it clockwise

Turn the vial upside down and inject the air into the vial, which will
then allow the drug to fill the syringe

Slowly pull the plunger to fill the syringe with all the
pegcetacoplan liquid. Ensure all the drug is removed from the vial 

Place vial back onto flat surface and remove syringe
from the vial adapter by turning counterclockwise





















Attach a sterile transfer needle to a sterile syringe
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OPTION 2: If using a transfer needle to draw-up product from the vial, please see the instructions 
for use that came with your medication (also included in the pocket of this brochure)

Pull back the plunger to fill the syringe with air,
which should be about 20 mL 

Push the air-filled syringe with transfer needle
attached through the center of the vial stopper

The tip of the transfer needle should not  be in the
solution to avoid creating bubbles  









Gently push the air from the syringe into the vial 
This will inject the air from the syringe into the vial

Turn the vial upside down





With the transfer-needle tip in the solution, slowly
pull the plunger to fill the syringe with all the
pegcetacoplan liquid
Remove the filled syringe and the transfer needle
from the vial 





Do not recap the transfer needle.
Unscrew the needle and throw it away in the sharps container

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Step 3: Prepare and fill syringe
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






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









Attach a sterile transfer needle to a sterile syringe
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OPTION 2: If using a transfer needle to draw-up product from the vial, please see the instructions 
for use that came with your medication (also included in the pocket of this brochure)

Pull back the plunger to fill the syringe with air,
which should be about 20 mL 

Push the air-filled syringe with transfer needle
attached through the center of the vial stopper

The tip of the transfer needle should not  be in the
solution to avoid creating bubbles  









Gently push the air from the syringe into the vial 
This will inject the air from the syringe into the vial

Turn the vial upside down





With the transfer-needle tip in the solution, slowly
pull the plunger to fill the syringe with all the
pegcetacoplan liquid
Remove the filled syringe and the transfer needle
from the vial 





Do not recap the transfer needle.
Unscrew the needle and throw it away in the sharps container

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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OPTION 2: If using a transfer needle to draw-up product from the vial, please see the instructions 
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
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
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


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Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Vaihe 3. (jatkoa). Valmistele ja täytä ruisku
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Aspaveli-valmisteen  
annostelu vaihe vaiheelta 
Saat hoitohenkilökunnalta tämän oppaan, jonka avulla 
voit opetella antamaan Aspaveli-valmistetta itsellesi 
omatoimisesti. Muistathan myös lukea huolellisesti 
lääkepakkauksen mukana tulevan pakkausselosteen.

Jos sinulla on kysymyksiä 
hoidosta tai lääkkeen 
antamisesta, käänny 
lääkärin tai hoitajan puoleen.

Seuraa mahdollisen vaikean infektion merkkejä
Ennen Aspaveli-hoidon aloittamista sait rokotteet. Rokotteet vähentävät vakavien infektioiden 
riskiä, mutta sitä ei voida täysin sulkea pois. Muistathan ottaa yhteyttä lääkäriin, jos sinulla 
ilmenee seuraavia oireita:

Muista

Aspaveli-hoito annetaan kaksi kertaa viikossa päivinä 1 ja 4,  
ellei lääkäri ole toisin määrännyt.

*Pegcetacoplan is used to treat adult patients with paroxysmal nocturnal haemoglobinuria (PNH) who are anaemic after treatment 
with a C5 inhibitor for at least 3 months.

Pegcetacoplan infusions should be done at regular
intervals twice a week or as instructed by your doctor 

Pegcetacoplan is a treatment you administer at home or
wherever is most convenient for you 

via subcutaneous route of administration  

Find a routine that
works for you

This guide will provide the key steps to self-infusing pegcetacoplan, 
Please read them carefully to ensure you know how to use it correctly.

A doctor or qualified healthcare professional should show you or your 
caregiver how to infuse pegcetacoplan the right way before you use it 
for the first time.

What is pegcetacoplan?

Pegcetacoplan is a prescription medicine used to treat adults with a 
disease called paroxysmal nocturnal hemoglobinuria (PNH).*

What is the most important information I should know about 
pegcetacoplan?

Pegcetacoplan is a medicine that can affect your immune system and 
can lower the ability of your immune system to fight infections.

Pegcetacoplan may increase your risk of getting serious infections 
caused by certain bacteria such as Streptococcus pneumoniae, 
Neisseria meningitidis, and Haemophilus in�uenzae. Serious 
infections may quickly become life-threatening and cause death if not 
recognized and treated early. Your doctor will ensure that you have 
been vaccinated against these bacteria.

Please read the instructions for use that came with your
medication (included in the pocket of this brochure)

The typical infusion time is approximately 30 minutes
(if using two infusion sites) or approximately 60 minutes

(if using one infusion site)

The first time you use pegcetacoplan, you will be trained on how to
infuse it yourself, and ongoing training will be available if you

need it during treatment 

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Vaihe 7–8. Aloita ja päätä infuusio

» �Pumpustasi riippuen infuusion aloitus tapahtuu  
eri tavoin. Noudata hoitohenkilökunnan ja pum-
pun valmistajan ohjeita. Infuusio on aloitettava 
viipymättä sen jälkeen, kun neste on otettu ruiskuun.

» �Noudata välineiden valmistajan antamia  
infuusio-ohjeita infuusion päättämisestä.

10



Follow the device manufacturer’s instructions 
to start the infusion 

Step 6: Insert and secure the infusion needle(s) 

Step 7: Start infusion

Record your treatment in the
treatment journal as directed by
your doctor

Step 8: Complete infusion

Step 9: Record infusion

Secure the needle(s) using a sterile gauze and tape
or a clear dressing placed over the infusion site(s)  

The infusion should be completed within 2 hours
after withdrawing pegcetacoplan from the vial  







Start the infusion promptly after drawing 
pegcetacoplan into the syringe 

Follow the device manufacturer’s
instructions to complete the infusion 





Pinch the skin between your thumb and forefinger
around the infusion site(s) (where you intend to
place the needle). Insert the needle into the skin as
shown. Follow the device manufacturer’s
instructions on the angle of the needle

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Vaihe 9. Infuusion kirjaaminen

Vaihe 10. Siivoa

» Rekisteröi hoitosi hoitohenkilökunnan antamien ohjeiden mukaisesti.

Clean and store the infusion pump according to the device manufacturer’s instructions 

Step 10: Clean up

After the infusion is complete, remove the dressing and slowly take out the
needle(s). Cover the infusion site(s) with a new dressing

Disconnect the infusion set from the pump and discard into the sharps container

Throw away all used disposable supplies, as well as any unused product, and the
empty vial, as recommended by your healthcare professional

Indication and important safety information
What is pegcetacoplan?
Pegcetacoplan is a prescription medicine used to treat adults with a disease called 
paroxysmal nocturnal hemoglobinuria (PNH). 

What is the most important information I should know about pegcetacoplan?

Fever with or without shivers or the chills Headache and a fever
Fever and a rash Headache with a stiff neck or stiff back
Shortness of breath Confusion
Extreme pain or discomfort Muscle aches with flu-like symptoms
Headache with nausea or vomiting Clammy skin
High heart rate Eyes sensitive to light

Pegcetacoplan is a medicine that can affect your immune system and lower the ability
of your immune system to fight infections. 

Pegcetacoplan may increase your chance of getting serious and life-threatening
meningococcal infections that may quickly become life-threatening and cause 
death if not recognized and treated early.
Pegcetacoplan may also increase the risk of getting serious infections caused by certain 
bacteria such as Streptococcus pneumoniae, Neisseria meningitidis, and Haemophilus 
in�uenzae type B. serious infections may quickly become life-threatening and cause 
death if not recognized and treated early. 

1. You must be vaccinated against these bacteria at least 2 weeks before your first dose
    of pegcetacoplan  if you have not already had these vaccines.

2. If your healthcare provider decides that urgent treatment with pegcetacoplan is
    needed, you should receive the required vaccinations as soon as possible.

3. If you have not been vaccinated and pegcetacoplan therapy must be initiated
    immediately, you should also receive 2 weeks of antibiotics with your vaccinations.

4. If you have been vaccinated against bacteria in the past, you might need additional 
    vaccinations before starting pegcetacoplan. your healthcare provider will decide if
    you need additional vaccinations.

5. Vaccines reduce the risk of serious infections, but do not prevent all serious infections.
    Call your healthcare provider or get emergency medical care right away if you get any
    of these signs and symptoms of a serious infection: 

Please see important safety information, including boxed warning regarding risk of infection, above, and the accompanying
full Prescribing Information and medication guide.
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Remember to always talk to your 
doctor regarding any questions or 
concerns about treatment

» �Poista neula/neulat kun infuusio on päättynyt, peitä 
infuusion antokohta uudella sidoksella.

» �Irrota ruisku ja infuusiosarja pumpusta ja hävitä se 
yhdessä käytetyn kertakäyttömateriaalin kanssa 
hoitohenkilökunnan antamien ohjeiden mukaisesti.

» �Puhdista pumppu, jotta se on valmiina seuraavaa 
infuusiokertaa varten.

Normaalisti kahteen infuusiokohtaan annettu hoito kestää 30 minuuttia  
ja yhteen noin 60 minuuttia.

*Pegcetacoplan is used to treat adult patients with paroxysmal nocturnal haemoglobinuria (PNH) who are anaemic after treatment 
with a C5 inhibitor for at least 3 months.

Pegcetacoplan infusions should be done at regular
intervals twice a week or as instructed by your doctor 

Pegcetacoplan is a treatment you administer at home or
wherever is most convenient for you 

via subcutaneous route of administration  

Find a routine that
works for you

This guide will provide the key steps to self-infusing pegcetacoplan, 
Please read them carefully to ensure you know how to use it correctly.

A doctor or qualified healthcare professional should show you or your 
caregiver how to infuse pegcetacoplan the right way before you use it 
for the first time.

What is pegcetacoplan?

Pegcetacoplan is a prescription medicine used to treat adults with a 
disease called paroxysmal nocturnal hemoglobinuria (PNH).*

What is the most important information I should know about 
pegcetacoplan?

Pegcetacoplan is a medicine that can affect your immune system and 
can lower the ability of your immune system to fight infections.

Pegcetacoplan may increase your risk of getting serious infections 
caused by certain bacteria such as Streptococcus pneumoniae, 
Neisseria meningitidis, and Haemophilus in�uenzae. Serious 
infections may quickly become life-threatening and cause death if not 
recognized and treated early. Your doctor will ensure that you have 
been vaccinated against these bacteria.

Please read the instructions for use that came with your
medication (included in the pocket of this brochure)

The typical infusion time is approximately 30 minutes
(if using two infusion sites) or approximately 60 minutes

(if using one infusion site)

The first time you use pegcetacoplan, you will be trained on how to
infuse it yourself, and ongoing training will be available if you

need it during treatment 

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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Älä anna infuusiota alueille, joilla iho on arka, punoittava tai kova tai 
jossa on mustelma. Vältä tatuointeja, arpia tai venymisjälkiä.

Vaihe 6. Aseta ja kiinnitä infuusioneula(t)

» �Tartu neulasiivikkeistä, poista neulansuojus.

» �Nipistä toisella kädellä ihosta poimu.

» �Työnnä neula sisään kokonaan. Varmista teipillä, 
että neula pysyy paikallaan.

» �Toista, jos infuusiopaikkoja on useampi.

» �Tarkista, ettei neula ole joutunut verisuoneen 
kuten hoitohenkilökunta on opettanut.
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

Follow the device manufacturer’s instructions 
to start the infusion 

Step 6: Insert and secure the infusion needle(s) 

Step 7: Start infusion

Record your treatment in the
treatment journal as directed by
your doctor

Step 8: Complete infusion

Step 9: Record infusion

Secure the needle(s) using a sterile gauze and tape
or a clear dressing placed over the infusion site(s)  

The infusion should be completed within 2 hours
after withdrawing pegcetacoplan from the vial  







Start the infusion promptly after drawing 
pegcetacoplan into the syringe 

Follow the device manufacturer’s
instructions to complete the infusion 





Pinch the skin between your thumb and forefinger
around the infusion site(s) (where you intend to
place the needle). Insert the needle into the skin as
shown. Follow the device manufacturer’s
instructions on the angle of the needle

Please see important safety information, including boxed warning regarding risk of infection, on page 13, and the accompanying
full Prescribing Information and medication guide.
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» Päänsärky, johon liittyy niskan tai selän jäykkyyttä

» Päänsärkyä ja pahoinvointia tai oksentelua

» Silmien valoherkkyyttä

» Lihaskipua ja flunssan kaltaisia oireita

» Sekavuutta

» Äärimmäistä kipua tai epämukavuutta

» Päänsärky ja kuume

» Kuume ja ihottuma

» Kuumetta ja mahdollisesti vilunväristyksiä

» Hengenahdistusta

» Korkea syke

» Nihkeä iho

ASPAVELI on tarkoitettu sellaisten aikuispotilaiden hoitoon, joilla on kohtauksittainen yöllinen hemoglobiinivirtsaisuus (PNH) 
ja jotka ovat edelleen aneemisia vähintään 3 kuukautta kestäneen C5-estäjähoidon (eräs toinen PNH-lääke) jälkeen.
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 �Tähän lääkkeeseen kohdistuu lisäseuranta. Tällä tavalla voidaan havaita nopeasti uutta turvallisuutta koskevaa 
tietoa. Voit auttaa ilmoittamalla kaikista mahdollisesti saamistasi haittavaikutuksista. Keskustele lääkärin, hoitajan 
tai apteekkihenkilökunnan kanssa. Voit myös ilmoittaa haittavaikutuksista suoraan osoitteessa www.fimea.fi.
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