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ANDEXANET ALFA 200 MG/VIAL
Powder for Solution for Infusion
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For adult patients treated with a direct factor Xa (FXa) inhibitor (apixaban or rivaroxaban)
whenreversal of anticoagulation is needed due to life-threatening or uncontrolled bleeding
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4.8 Undesirable effects

Summary of the safety profile

The safety of andexanet alfa has been evaluated in clinical trials including 247 417 healthy subjects
administered an FXa inhibitor, as well as in 419 patients in a Phase IIIb/IV trial (study 14-505), who had
acute major bleeding and were under treatment with an FXa inhibitor (apixaban and rivaroxaban).

In clinical studies in healthy subjects who were administered a FXa inhibitor and then received andexanet
alfa, the frequency of adverse reactions was srmrlar in the andexanet alfa- treated group (16. 8%) and in the
placebo treated group (12 2%). slinle : ¢

a2 alfa t vere-ady i ed- The most frequently
observed adverse reactions were mrld or moderate infusion- related reactions (see table 4) comprising
symptoms such as flushing, feeling hot, cough, dysgeusia, and dyspnoea occurring within a few minutes
to a few hours of the infusion. Among the healthy subjects studied, women experienced more adverse
reactions (mainly infusion-related reactions) than men.

(...)

Tabulated list of adverse reactions

Table 4 provides the list of adverse reactions from-~chnical-studiesin-healthysubjeetsand in patients with

major bleeds from study 14-505 including 419 patients on apixaban and rivaroxaban with acute major
bleeding treated with andexanet alfa. The adverse reactions are classified by system organ class (SOC)
and frequency, using the following convention: very common (> 1/10); common (> 1/100 to < 1/10);
uncommon (> 1/1,000 to < 1/100); rare (> 1/10,000 to < 1/1,000); very rare (< 1/10,000); or not known
(cannot be estimated from available data).
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Table 4: List of adverse reactions in healthy volunteers-and patients with major bleeds
S lass/ E : F : : :
Prefeseed fopm Lealths: petientsith
volunteers mraderbleeds
Trmmnesstem-diserders
R LOREROR
Semppnsssten-disorders
Cerpsbenlinfaeetion BRSSERRASE
Cersbrosenlasneoeldons LeERen
Dizziness-postural common
endaehe LOREROR
e e CORMRGE
Caredinedissrders
Crmdine et EESERARSE
Palpitatiens common
Sasenlardisorders
Reosoi r - ! astinaldisord
Coueh LOREROR
Dysproeea coton
Sobmennssembelin LeERen
Abdominal-discomfort common
Lobdsmianlpain common
DPry-rmouth commeon
Desenin common
Natsea common
Dt common
Proritus-generahised commeon
Baeckpain commeon
sl s commeon
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Hlushing very commeon
Feelinehot very-commen
Chest-discomfort commen
hmorhidros
Zeriphemlesldnan common
Pyrexta common
I —
Trane Tovat D FLot
System organ Very common 2 Common 2 1/100 | Uncommon 2
class 1/10 to <1/10 1/1,000 to < 1/100
Nervous system Cerebrovasculr Cerebral infarction
disorders accident
Transient
Ischaemic stroke ischaemic attack
Cardiac disorders Acute myocardial | Cardiac arrest
infarction
Myocardial
infarction
Vascular Deep vein Iliac artery
disorders thrombosis occlusion
Respiratory, Pulmonary
thoracic and embolism
mediastinal
disorders
General disorders Pyrexia
and
administrative
site conditions
Injury, poisoning Infusion related
and procedural reaction?
complications
areported signs/symptoms (rigors, chills, hypertension, oxygen desaturation, agitation and confusion) were transient and
mild to moderate in severity.
(...)
7. MANUFACTURER
Alexion Pharma International Operations Limited,AlexionPharma-GmBH
College Business and Technology Park, Blanchardstown, Dublin 15, Ireland Giesshubelstrasse30;
8045 Zutich Switzerland

.D'a0I1 DIIATY DM 1702

[11'2,]2 102 .NINNAN TIWA INKAY NISNNN 12NN D092 NYWI WK [2TIVAN XaN? [17va "7 W Qo uyTn?
14917001 nnpn NnNa ,7063 7.1 ,10"va 78I NNIRA [I'OP7N :DIWMN U217 N9 TV 09TIN 172D7
03-9373774 :0p9,03-9373753 :j19%0

DIYNIN 21 7w namn n/npn 20Ty ,na11a

4917001 NIPN NND 7063 .T.N 6 NIY'WUN ‘N1 ,DIDIX'] |'12 D”VU21996 (IXITW') DIDIN']
Email: neopharm@neopharmisrael.com 03-9373716 :0PD 03-9373737 :20 www.neopharmgroup.com



