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Onglyza shold not be used in patients with Indication

ESRD

Hypersensitivity to the active substance or to Contraindications
any of the excipients. or history of serious
hypersensitivity reaction, such as
anaphylaxis angioedema or exfoliative skin
conditions, to any dipeptidyl peptidase 4
DPP4 inhibitor (See sections 4.4 and
4.8).

e When Onglyza is used in Posology, dosage &
combination with insulin or a administration
sulphonylurea, a lower dose of the insulin
or sulphonylurea may be required to
reduce the risk of hypoglycaemia (see
section 4.4).

e Onglyza is not recommended for
patients with end-stage renal disease
(ESRD) requiring haemodialysis (see
section 4.4 and 5.2).

e Because elderly patients are more
likely to have decreased renal function,
care should be taken in dose selection in
the elderly based on renal function .see
also sections 4.4, 5.1 and 5.2) .

e 4.4 Special warnings and Special Warnings and

precautions for use Special Precautions
Acute Pancreatitis for Use
Use of DPP4 inhibitors has been associated
with a risk of developing acute pancreatitis.
Patients should be informed of the
characteristic symptoms of acute
pancreatitis; persistent, severe abdominal
pain. If pancreatitis is suspected, Onglyza
should be discontinued; if acute pancreatitis
is confirmed, Onglyza should not be
restarted. Caution should be exercised in
patients with a history of pancreatitis.
In post-marketing experience of saxagliptin,
there have been spontaneously reported
adverse reactions of acute pancreatitis.




During postmarketing experience, the
following adverse reactions have been
reported with use of saxagliptin: serious
hypersensitivity reactions, including
anaphylactic reaction, anaphylactic shock,
angioedema and exfoliative skin
conditions.

Onset of these reactions occurred within
the first 3 months after initiation of
treatment with ONGLYZA, with some
reports occurring after the first dose.

Elderly patients
...Saxagliptin and its active metabolite

are eliminated in part by the kidney.
Because elderly patients are more likely
to have decreased renal function, care
should be taken in dose selection in the
elderly based on renal function

Cardiac failure

In the SAVOR trial an increase in the rate of
hospitalization for heart failure was observed
in the saxagliptin treated patients compared
to placebo, although a causal relationship
has not been established. Caution is
warranted if Onglyza is used in patients who
have known risk factors for hospitalization for
heart failure, such as a history of heart failure
or moderate to severe renal impairment.
Patients should be advised of the
characteristic symptoms of heart failure, and
to immediately report such symptoms.

e 4.7 Effects on ability to drive and
use machines

...In addition, patients should be alerted
to the risk of hypoglycaemia when
Onglyza is used in combination with
other antidiabetic medicinal products
known to cause hypoglycaemia (e.g.
insulin, sulphonylureas)

Interaction with
Other Medicaments
and Other Forms of
Interaction

Fertility, pregnancy
and Lactation

e Diarrhoea? (Frequency- Common)

e Abdominal pain (Frequency- Unknown)

e Inthe SAVOR trial decreased
lymphocyte counts were reported in
0.5% of ONGLYZA treated patients
and 0.4% of placebo-treated patients

Undesirable effects




LN PP LY MHYUPAND MINNNH MINON 1Y ,NIYN 2780
DIPYHA DMPY XY XMNK 19N P 1Y ¥ NNV YA (119¥2) 1MD MINNN ITH2 DPNY DNDY
Relvplony!

.1,6.2015 9998NA...... 15/06/14........ 77NN S NIVPIN N2 AN




2949 POY2 (MNXV2 ¥PN) NN DY NYNHN
(3102.50 Y1YR)

1-6-15-n oy 15/06/14

TIND

DIYI9N 99019 5’9281 9PVHN OV
ONGLYZA SMG (144-74-33080-00) .ONGLYZA 2.5 MG (146-4733404-00)

ASTRA ZENECA ISRAEL LTD.

! 7292 TMNNNNN VI TYPN N DNV

_ DIYrIN Yya ov

MYPNINHD MIMNNHN
YN vOPL N LOPYL oy P9
vin'y 199
n7nn oy 0'71N2 719'07 NTYIM NI NT2AIX... 91N Na
1910N 27w N'NY'D
N g ST wnnwn? |'N
.OX N9NN2

no1N 1717 NP7T 7w Dmon 17 W' oX
qUNNN NP 0 AXD |12 L(0'V'URM71D)
, NIXEN "2 Ik oy ,(227 "jpn D'nyoY)
' KON DY YY'NAl 719'0n DX 7090
N11ON NI NMInN_NI‘n? a3 737 NphT

.0"'n
NN'a0N NX DO'7un D'A™IoON D'RI9T DAXN
7'nNn DNXRY 1197 272%0 NPT nipe

‘N N'720 DX X917 190 NT'''7221K2 719'0

(0'0'uXM19) NOIN 2727 NPT
.NNNN 0'22 0'AXN

L1nRYRY ninonnn

.0T2 D'TIX'72M0 W NN nimn

NN NI7un? Ni7d' 17X Ni'va oxX VIT X7
719'0n nya 277 nphT? o ad'on
NN

DX X917 190 n1""7111IX2 719'0n 1194

NT'720IX2 WNNWNYT 'R .'7102'K 7010 1'0
J*7102'K7 9*7nND

272%0 5w nnn 1avaZ7 Ik Y7 v

WR TPw ) 1 20 ndw TR v .
NIV DMTARIVP W (PR0PR XN
,IM2 07 YR° oy DIow Hw o)
PR (MRPTM M2 5pwna a7n ATy

1R 0°2%7Y A10ANR2 Wanwn

W' IN 27 NP'D0 'K DY9 'K 1Ayl 37 D

NITNI' NINNTX
Yin'va niyann
T2

219'0n 19
190 NT''721IK2
DX X9NY




27 N'90 'R 7¥ NINNSNNYT [12'0 'MIA 17
710" 7Y ROINN 7Y n'Da Nitva nd
7y A% np'oo 'R W n'mon Y
DX NINX IX NPN X907 DT NRoY
D'IN'ON .I7X DIN'ON TN WA N
nn'wl xIg — (7 X7) DA 1707 oo
AITNA NIN'DI 77Wna NN N7y ,0aann

(10071 0"'720 N9 Njz¥a) 020 NIBD

TI79N2 MMN IR NN RYm 7200 N
NI )N (1M 210" oXNY PNt AfdNn
— DTIX'TIAN N2V 2N OX .AT72IN 7Y

......... YIN'y7 NMYIRA NI'R NT721IR

.INNN0Y7 DNAY 717V 1T N9INN2A win'win
Nn7'01 Nya NINNNod wn ' DX
2wonY |'N ,2071 a7 'R ,nTMAIRN
ni?'yvo 75 yxa" IN NdIon NNdnN
29y nmpraean My narnnn
2von am? Yw N7 By yown?
NMpP'2a19'N7 [12'0 07 . NIDION NIIDN
DWIT'N D'WON DY AT"721IX D'701IWD
['710'R IMD AmMpP'aon? 0mand

NRNIXTI97101

Yin'vl nanl
nnNnna

72'N DX XON7 'NIT AT222IX NNRY 199
['N . [N NI'N7 N1DNA IR (1NN
"N 7N DX DT WNnnwn?

N1DNN IX NIIYNA DX DX XON7 'NiT
2707 "avim NI DR VIT KT 70T
DN NT7222IX 7107 'R .00 N2 DX
7'1N7 N111dNN IX NP N

:NEINI NN

,0IN 12> ,YN7 'a¥na X¥N1 911 WK

YNNYN TXD

NN IX DIN'T (DT NAXRN [12D) NNIRIV N9NN
Y' .N9NNN |IM 'Y NIX 'Y PN
™7V 7N Daxnn TAR OX X9NN DX DTYY?

INIY7 NIYSIN

NI971 AT2IN] WIN'WUN NIR 7'0907 W
NIYOINN NIX U )2'N DX X9N7 N'T'n
..... DT2 N2IN1 1210 NN NIYANY NIXAN
....N1 2ND

712'v qUNNNI NN (V2 AR ...[V] AND

212! 0T ,NINENI NI7'NA DA 10D ,227 [pn?
(orvr'uX0719) 27272 NPT YW RO NP

AT"721IN N'7'012 NIMYOX N7 NIYOIN




'mivvn [y

...... NINDY 'NII7 NIYSIN
(0'vV03a) NP NPT

|02 "aANd

AT"721IX N7'012 NIMYOXR N7 NIYOIN
..... DNXMIX?I19710 DY

...... NINDY X117 NIYOIN
|02 "aNd

AT"723IX N7'012 NIMYOXR 'NI7 NIYOIN

...... NINDY X117 NIYOIN
|02 "aNd

NT172IN N7'012 NIMWON NIDO0NR 'NII7 NIYDIN
:Ta'7

NINDY RI7 NIYDIN

nIINNo

vhv
U2 XD

NINDY NN'YY 2V 1IN0FT omion 07N
NX yRp? na X7) wim X7 nyaimn
Y'Y yT'nnn IT QYSIN NySIn N'NY
IN TA7 A™72xa wm'y nya (N

19011 NOINN 0y 117'w2

NN YPA DY MYUPIANN MINNNN MINYDN 1Y ,)o¥n 278N
DIPYH2 DMMPY KDY OMNM 1IN 77 )P0Y ¥ .NNY ¥ANI (NI2YD) PIHD MINNN ITHA DIRY DINPY
.OOPLN

15.06.14 79NN 2990PHNR INITA 9aN




