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NovoThirteen® User Instructions

To reconstitute and administer thi product the following tools are needied: 2 10 ml syringe or
2 syringe of a convenient size according to injection volume, alcohol swabs, the included vial
adapter and an infusion set (tubing, butterfly needle).

Solvent vial Powder vial
Plastic cap Plstic cap
(white) (orange)
Rubber Rubber
stopper stopper
Vial adapter

Foecte @ { o
Protective paper Spike

Preparing the solution
5 use an asepic techmique, Before strting, wash your hands. Bing the powcer and solent
m W S mpasture ot s 25C, by ki hr e et ey el 3 w5
jour hands. Remove the plastic caps. from the 2 vials. If the caps are loose or missing, do not use
m, it Clean e ruber Stoppers om he il wih lcanol swabs and allow thet o Gy befo

@ e product s reconstiuted using the vial adapter
included

Remore the rotective paper fomthe vl dapter

i aking th vl adater ot th prcecite
toch the vl adaptr o e sohent el ter

of ijections) Take care not 1 touch e spke on he

Once attached, remove the protective cap from the.
vial adapter.

Full the plnger todraw in avolume of ar el o (5]
the total amount of solvent in the solvent vial,

@ screw the syringe tiohty onto the vl acapter on the
Solvent il Injec i into the vil by pushing the
plunger until you feel a clear resistance.

(@ Hold the syringe with the solvent vial upside down.
Pull the plunger to draw the solvent into the syringe.

(@ Remove the empty solvent vial by ipping the syringe
with the vial adapter.

@ (i e vl e s e 0 e sy,
g Syioge ity Gted
il the ol ochg dowas st o Bnger
lowly 0 njct the solent o the pous ot
ke s nt foam e e o st ety ¢
the powder as this will cause foarmin

@ Genty sy e vl il e poe s s

Do not shake the vial as this wil cause f
NowaThrieen® should be nspected vsualy or

extraneous (for any foreiqn) particulate matter and
discolouration prior to administration. In the event of
eiher being observed, discard the medicinal product.
Reconsiituted NovoThirteen® is a clear, colourless
solution
If alarger dose i needed, repeat the procedure in
a separate syringe unti the required dose is eached.

Important information

Once repard, NovoTirteen® orjection shouk b used immeditely.This s becausef
the medicine may no longer be sterile. Also, the amount of activated NovoThirteer
mecicinewil incease. Actvated NovoThircen may increase the sk of geting a ood ot

e vemnmluled  product s nctused immedatl i shoud b used itin 3 hours of
n be stored at

oo rodut Rore o oo vmpesate or S bl b discarded
e remsited prodoct i ot adm\ms!eved immediatel, it should be stored in the
rengeratorat 2°C 8° for o longr than 24 hou

T o ofth econsiras NowoThrteen s needed proceed f the section
Biton ofthe econstiured roduc wih 0.9% o chon.

Injecting the solution

@) Evsure that the plunger is pushed il the way in

sefore nng e g e doun (L are @
been pushed out by the pressure in the val. Hold the
Snge with the ia upsize down and pull the
langer 0w p he amount et o he
injec
L
[

@ Unscrew the vial adapter with the vial.
The product is now ready for injection in the vein
Follow the injection procedure as nstructed by your
healthcare professional n

@ 5oty cispose o thesyinge, vl acapte, nfuson set gy
anvils Any unsed medina produc or waste
aterl shou be dspose o n ccordance wih
local requirements.

Dilution of the reconstituted product with 0.9% sodium chloride
v dlhmon of the reconstiuted NUvoTNr\een' is necessary in order to be able to handle the
be diluted with 6.0 mi

by 3 How -use
To e th reconsuted NovaThyteen the folowing toos e needed: 3 il contaning
m croride, 210 ml singe o sytinge of  convenient iz sccording o iecton

ool a3 i lap
o dotor or aie beloe th reconsiuted NowoThirteen s dited with 0.9%
loride.

d
¥ihe reconsttated diluted with 0.9% proceed to step H
Injecting the solution.

NovoThirteen®
2500 1U (15 mg)

wder and solvent for solution for injection
catridecacog (recombinant coagulation factor XII)

Read all o this leslet careflly before you startusing tis
e because it contains important informain for you.

" Keep tis it You may need 1 ad it i

I You have any futher questins, sk your

- Ths mdicine has been prescried or you oo B0 ot pas
on o others. It may harm them,evn f thir sgns o lihess ae
the same as you
- fyou et any e effect, ok o your docor. Thisincludes any
possible side effects not lsted in his leaflet.

What is in this leaflet:

1 Wt Noworhirten® s and what s used for
2 What you need to know before you use NovoThirteen®

o store N
& Cotone ofe bk g ather nfomation

1 What NovoThirteen® is and what it is used

Whal NovaThirteen® s

4. Possible side effects
Like all medicines, this medicine can cause side effects, although
ot eveybody geis them
Allergic reacti
1 you nave an alrgic reacton,see  doctor staight away:
The signs may indlude:
« Hives, itching
« Sweling
« Difficully in breathing
owbloodpessre pateness and coldnes o ki, rapid
heartbe:
et duzyand sweating

Other side effects include:

Common
May affect up to 1 in 10 people
« Headache (most common side effect)
= Pain where the injection s given
« Pain in the legs and arms
* Incressed amount of smal ot ragments caused by break
down of blood d
Koy mthe it of some ypes of whie blood s
This means your body may be more prore o nfecti
or Xl
" eve b miluence on the efect of he actve substnce.

side effects in children:

ontains  whid
et o Eony oo (i . e sy
for blood dlotting.
What NovoThirteent is used for

oroTicentis used o present beedng i paients who do ot
Nove b acor K NoweThiteane renaces e mising
facto X and heps 0 sapise the il oo 0t by pogucing
amesh around the clo.

2 What you need to know before you use
NovoThirt

Yo lerge 10 Eomdcaco o anyof the other
ingrecients of this medicine (Isted in secton 6).
1f you are not sure, ask your doctor before using tis medicine.

Warnings and precautions

Talk to your doctor before using NovoThirteen®:

« If you have or have ever had a higher risk of blood clots forming
(thrombosis), as NovoThirteen® may increase the severity of
apre-oisting bood dt

et o wavs v od et da

« lfyou i al\ergm o fecombinant blood tcagulation factor Xl
(refer 10 section 4 Possible ide effects for signs of
hyvelsensmwty/a“zvgy)

Contact your doctor

« liyou exuensn(e hecpencd beding durng your veatment
with NovoThirteen®. Your doctor willprescribe an alternative

9.

edicin to treat the beedin
« FXll antioodies with neutralising effect against NovoThirteen®
(these are antibodies that block the factor Xill you are using)
could gecraase he s fectivenessof the reatment and thrdby
resltin unepecd sportaneous beeding epsoes,
beer

NovoTeant

‘er medicines and NovoThirts
ar yourdocor f youare uig. Taver ve:ervﬂy used or might use
any ther medines

itis ended to use NovoThteen oo

in children are the same as also
observed in adus but the side effects may be more common in
(hﬂdven than in aduls,

1fyou get any side effects, talk to your doctor. This includes any
possible side effects not listed i this leaflet.

Fhe erona oo o and o1 ey Cene ()
+966-11-205.7¢
o i NP a 1966,1 1303
Exts; 2317-2356.2353- 2354 342340

e
Lo Webste: vnavistda govsainge

5. How to store NovoThirteen®
Keep this medicine out of the sight and reach of chilcren
ot use this medicine afte the expiy date which s tated on
ineabeand th outes caron. The xpydte refrs 0 the s
day of that m
Storein a m!ngeva‘ov @c-80,
Do not fres
ot ntne ariginal package norder toprotect o gt

u
C orwithin 24 our fstored ot 2° - s s because f

is left longer, the medicine may no longer be sterle

oo il becom sehvaed civated NoveThiteen

may increase the severity of a pre-existing biood clot.

‘Any unused product stored below 25°C for more than 3 hours or

at 2°C - 8°C for more than 24 hours should be discarded.

The solution is clear and colourless. Do not use this medicine if

there are particls in it or itis discoloured when reconstituted.

Do not throw away any medicines via wastewater or household
waste. Ask your pharmacist how to throw away medicines you no

Jonger use These measures wil bl protect the emironment.

6. Contents of the pack and other information
What NovoThirteen® contains

omm
Coadulation fator via

Pregnancy and breast-feedin
The s of NowoTiee” may b necesary durg pregnancy and
breast fee

1 you ars preghantorbreast eeding, think you iy be pregna
Ot PG 0 e by, sk ot doce for e berre
taking this medicine,

3. How to use NovoThirteen®
Your treatment with NovoThirteen® should be initated by a doctor
sopernced i the teatment of e e s

s this medicine exactly as your doctor has told you.
ot you dotontyou e miv e
NovoThirteen® is given as an injection into a vein, Your dose will
depend on your body weight. The usual dose is 35 U for cach
Kilogram of body weight. The injections are given ance a month
(every 28 +/-2 days
The dose volume to be injected (in i) can be calculated
from this formula
Dose volume in millites = 0,042 xyour body weight n kg
Youshoud oy s e pesied oo oo by your doctr
from ths formula consid e usual dose and the concen-
tration of NovoTrirteen® zre dMereN o those of the otner
products which contain fact
o oetn Ty Soope e o 1 this s deemed necessary.
Use in small children
Dilution of the reconstituted product with 0.9% sodium chioride.
1f NovoThirteen® i injcted into a child weighing les than 24 kg
the reconsttuted NovoThirteen® shouid be diuted with 6.0 m of
09% sodum clorde o be abe t handle the dosing ofsmall
chidrer
Insrucions - Dition f the reconsituted prodct with 0.9%
sodium chlorce.

g

D w01 bdy gt Klogome

T ecorstutad NovoThaarshouk e it ata rte ot

 than 2 mi/mi

o ot et ano o get your njecton ready,see

“NovoThirteen? User Instructions'

Use in children and adolescent

NovoThirteen® can be used in children and adolescents n the

same way as in aduls

1f you use more NovoThirteen® than you should

Theresimed nformationon overdosewih ooThieer

None of the reported cases have shown any signs of

Comscyoo oo o o necied moe Naheiare chan
you have been instructed.

If you forget to use NovoThirteen®

1f you forget an injection of NovoThirteen?, talk to your doctor,

Do ot take a double dose to make up for a forgotten dose.

If you stop using NovoThirteen®

1f you stop using NovoThirteen®, you are not protected against

becdng Do tatstopusng loiohtens it kg o

ocor il explai what might appen f you

Lo esmens and s e opone Wik o

If you have any further questions on the use of s medine, sk

your doctor

oo 38005 i fter econsituton corespanding 10
a concentration of 833 1Ur
T oer ettt fot e pocer st chiode,
sucrose and polysorbate 20, L-histidine, hydrochloric acid
(for pt+-adjustment) sodum ycroic (fo pH adusment) and
for the solvent water for injecti
“Produced in yeast cells kSa(thammy(ss ceresioe) by
recombinant DNA technology.
What NovoThiteent ooks ke and contets of the pack
ovoTicen® s supplied 2 2 powder and ent for soaton or
Nl (2500 1 poer 3t and 3.2 sovere 2 ]
i a il scapien,
Pack size of 1
The powder is white and the solvent s lear and colourless.
Marketing authorisation holder and manufacturer
Nowo o

DR3680 Bagsrd, Denmark
Lealet revised date: June/2015.

NovoThirteen®

20015 ma)
d solvent for solution for injection
Covetocs tetomnantcosgumion orsan

89052.06.001-1

S,

o Bt

NovoThirteen® s a trademark owned by
Novo Nordlsk Health Care AG, Switzeriand.
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