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2KOTLOG TNG LEAETNG
* Na dtepeuvnBet:
1. pakpoxpovia achaiela
2. KAWVLKN, OKTIVOAOYLKN QUITOTEAEGUOTLKOTNTA KOl AELTOUPYLKN
LKAVOTNTA 0€ 0.0O0EVELC LE EYKATECTNUEVN PEVHOATOELON
apBpitda umo Beparneia yia 10 €tn pe Adalimumab + MTX.
3. OLemumtwoelg TNS kKaBuotEpnong Katd 1 £To¢ otnv TPocOnkKn

tou Adalimumab os acBeveic e eykateoTnUEVN PEVUATOELON

apBpitda urto povoBepaneia pe MTX.
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Table 2. Overall Clinical, Functional, and
Radiographic Outcomes Following Up to
10 Years of Treatment With ADA + MTX

DAS2BCAPY 2611
ISPRIRP) <12, fKF 142 (726
SRR, <26, n Kk 115 (525

HAD- Dk 07+07
HACHDO <15, n %) Lafled

AmTSS 78+ 106

AmTSS 415, n % o g
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Table 3. Overview of Adverse Events: All
Patients With at Least 1 ADA Injection?

PY = 3089.2
N =553 Events
n(%) (Evenis/100 PY)
Any AE 536 (96.9) 11,937 (386.4)
Senous AE 271 (49.00  e78(21.9)
AE leading fo discontinuation of study drug 127 (23.0) 179(5.8)
Infectious AE 448(81.0)  2873(93.0)
Serious infectious AE 85 (15.4) 133 (4.3)
Opportunistic infection (excluding tuberculosis and oral candidiasis) B (1.4) 10(0.3)
Tuberculosis 2(0.4) 2(<01)
Malignant AE (excluding NMSC and lymphoma) 30 (5.4) H(1.1)
NMSC 36 (6.5) 45(1.5)
Lymphoma 2(0.9) 6 {0.2)
Demyelinating disease AE 2(0.4) 2(<01)
Injection site reaction 115 (20.8) 258 (8.4)
Hepafic-related AE 85 (15.6) 165 (5.3)
Death® 24(43) 24(0.8)

“Ary AE with an onset date on or after the day of the first ADW, injection through 70 days after the last

ADA injection in Year 10.
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>T0 OUVOAO TWV 553 aioBevwv TTou EAaBav TOUAdYLOTOV 1 00N

Adalimumab, pe peoco 6po €kBeong ta 5.6 €1n),

OV avapEPINKE KA KOLVOUPYLX AVETIIUUNTN
EVEPYELX KOTO TN SLAPKELX TWV 10 ETWV UNO

Jdepameioc Adalimumab



DE019 - Zuunepacporta

*  Katd tn StepKELX TWV 10 ETWV 00OEVEIG UE EYKATESTNUEVT PEVHATOELST
apBpitida und Bepamneio Adalimumab+MTX niétuyav acpain kat

QTMOTEAEGHATIKO EAEYXO TNG VOTOU.

* e 0o0eveic mou kaBuotépnoe n mpooBrikn tov Adalimumab katd 1 €106
YEVIKA& SeV METUY AV TA (Ol eTiMES Ol BEPATIEVTIKT]G ATIOKPLOTG AKOMO KOLL

META OTTO 10 £TN.

* H ouvoAwkn aktivoAoyikr] BA&BN 0T0 10° £T0G 1jTAV LEYAAUTEPT OTNV OPAdA

acBevwv Tou n TpooBrikn tou Adalimumab kaBuotépnoe katd 1 €10,
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