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Gattex is indicated for the treatment of patients aged 1 year and above with Short Bowel
Syndrome.
Patients should be stable following a period of intestinal adaptation after surgery.

.TAa22 oU"nInNnn D'IR'YA DIYXNA IT AYTINA

:DNIoNA DIIDTY? DNIFN

XX NXIN DITX 172 [N10N - 10INY YN

21N> 2n> - NooIN

2771 2INXA [nIon- 71N ANd - NNNN NO0IN
70" AND - DIN N2WW YN

:127¥Y% JI'7V2a D'NAN D'9'Y0A IWY) D' NIAN DIDTY

?229NnNn 1T anY .1

s

UL YRR An BT HBE I ORI SRR RRD6-5wa NI'0I9IN X

L210'y N> vnI DN

N9NNA YiIn'y 194 .2

N9NN2A YIN'Y'7 NIvann NITnrm NNt
:0ON X917 190 ,057UNA1 WIN'YA N7NNN 19Y

NI22 0T YN7 s5nnAlT? ,nimton (DT 72 18/1 270 7y niy'own) iMool My ninnn 7110 an
,0'192 NIN'91 ,77wN1 N'MIRNS N7y 0'771> D'1'MONNI D'IN'0N .27 NP'90 'R IX (DT yn'7 ANY)
.NN'WI X1 I/ D710 NIN'O)

2apynl NiprTa

IN D'77T12 QTIV7 DNA7 'IYY 'MONDN [IT'R Y0INY [11'D 7Y D'N'7MNIE QIaN 7712 DX 101 17W XONN
JDIwarNn

4917001 NIPN NND® 7063 .T.N 6 NIY2'WYUN ‘N1 ,0D1DIX'] ['12 N”VU21996 (IXTW') DIDIX']
Email: neopharm@neopharmisrael.com 03-9373716 :0pPD 03-9373737 :90 www.neopharmgroup.com



7NIW' D9INY

DO9IR"I NXI1A[7

NI'N9NN |'2 NIARN/NI'YPNIVI'N

LN 17U KONNY DN L N71VD 2'0 7V 271 'vnnn NIDNN NA'D0 [DIX 7V Y'OWN? Yy 070N
NI9NNN XY 7Y nann DX Dnvy

Nl Imn
NINY NAYIN D720 IX [INN2 )20 DX Y7000 1'K 0P0NA WIN'WN N IX [N )20 OX
ARHHIN-OFONA- WA L[N 010'N7 NAIDNA N [INNA

AHA-OFOMA-BNPHTNT-AWOAA .IT NOINN N'7'01 DIV NIXY'NNT7 NINKY IR NN ,KX9NY7 19
BN2TA7

N95NNA 7w DranInan N W aIvn yT'n

Jna 7101 nwyn? X' NN NRT .02 (A"n 23) hna 7m* 1-n nino n7'n It noinn

?0917N2 YNNwN'? 13D .3

72'R DX NPZNN IR XONN DY 21727 717V .X9NN NIRNINYG DXNN2 TN 1'WON Wnnwn? v
'WONA 719100 [9IXI [11'A7 YA NIva

.TA72 KON T 7Y 1wap 719100 [9INI [N

YRS BE-AANBYS N pwn 2"R7 A'n 0.05 X' 775 0T ny'imn nmirn nnn
.00 NTTNIN NO™MND NINYI NINN
NN IT'R )7 T2 7w X9NN 912 77wn? DRNNA 17 NN'RNNY NINN NIK N2 )7¢ X9

E*HH&—*B]%-H—'#—'—'T—H—H&F—'—H’-H-H JINKND IR DN ,X91NN DX 78Y ,nIva 7'X DX .|7'Tfn'7

QX' nimn ama 7 't X
:DM2ANNI DT WIn'Y

UNNYN .(N7Un1 MY 72-79M) D'T7'21 DAANN] LA HNA O7UNA] WNNWNT7 N1
7Y X9INN NUNIN 9% PIrTA IT NDINNA

Oj7LUXA WNNWA'7? I'X

IN 'NAXY [9IXQ NNIX 7'TN7 [N .01 Y9 (NMIY-NN DIT) JIY7 DNNN 7171 0j70XA

IN NIX DX N2 N790NN NINKRD IR 17U TIVR ,)7¢ X9NN 7wNn%? ANR DTR T 2y [Ny
"'y INCIRON MY AN 20T 727 AAY IR 7Y ,n9NNn DX DTN 7Y BAf790nn

0102 OFBNAFY NPTNRHABATHOINT NIVION NI'NIN KIXNT7 DIN-FHI-AFHAP-HOY . NINKD

T 17y

T'WONN 7Y NIIXKRN 19011 DY ,070XA 7W "IN 0720 ) T7' IN NNIXY DYD 701 TIRA y'min
'Y NWY [N DIXYKRD 7 TIVD QDY D TV

4917001 NIPN NND 7063 .T.N 6 NIY'YUN ‘N1 ,D1DIX']Y ['12 N”V21996 (IXTW') DIDIX']
Email: neopharm@neopharmisrael.com 03-9373716 :0pPD 03-9373737 :90 www.neopharmgroup.com



D9IN'I NXI1A[7

ANI' NI2A [1'A NIYVA N701 DX
APOI-FAHAEN NINKD IX NPNN ,RXONN DY YYID )Y NNRY NN 0j70KRA INIF N701 DX

IN X917 T' D19 ,N9NNN DX 77T IX Y72 T7' NIYUD DN=FA-NORT- AR W IR A

N N9NNN NTAR XA DY7IN N 7Y | TNy

A9NNN NX 7107 NNOY DX
P'TN7 W' (WINTN T2 070KA ' ITN7 17 TWOKRNN X7 IX) 5]NTA Oj70UKA P'ITN7 NNOW DX

I'R #qqawafn%na#—m—nm—nma—nﬂ OI'N INIRY ARARAYS-FR-33 NN 770 DTe7m

.NNDWIY NN 7V NIXD7 *TO1 N7192 NN 7'TNY7 'K .01 NNK NN NI 7ty

N91NNA YIN'Wd NX {7'09n NNX DX
WUNNWYNY? 2'09N 78 .NNIX 17 DIYA7 J'wnn KON TIY 72 9NN Unnwn? 'wnn? v
2212 DTN IT'R 'YW 72N WY IMIRND NR0SNY [1I' ,)7W X91N2 YVINT Y72 nonna

AR B ERUFI RO TR oI HR0RH-PRY
Xi'7 niyoin .4

Y9I NIXAN 'RIT7N NIYOINN NI IX NNX DX 'XI91 719'07 INNS1Y7 T'n NN v

:(100 yinn o'wnnwn 1-10 2 NIy'SIMY NIYSIN) NINDY NIYSIN

IN ABSHH-FAUAT-RAINAS AU ,NN'YI TXIP ,NI9MY WN 71N DX X917 N19 .27 N7'00 'K *
.0'192 NIN'D IX 072724 IX D"7107{72 NIN'D)

.DINI TN |V 2AXD WN 2N DX [I'M7 IX D17 N19 .(0'0'URMPID) 27270 7w NPT *
AR PHASI-RTASINN [V AN WN 1N DX |I'Y7 I X917 119 .0'"'wn nn'on *
NNV NIRED AP RSB R RYE- R0 R WA

WA NIIN 20 DX [IMY7 IX X917 119 .00 002 NZ7T IK Nnn DY T/NNnn 0D nnfra nTe e
,NAND NY T2 ,0"1'YN 70 270 27001N1Y0 7Y NANXD BRaA-BHRORRAR RTINS

VAN 7Y WXARD IN AN I7YN P70 R QRO IN LN VAN NRINA-YRNA-BURIY

:NI1771D NnIvon 'R Niysin

:(100 yinn n'wnnwn 10 -1 2 NIy'sIMy NIYSIN) NINDY 'XII? NIYSIN
nyoswy "InT 01'on IX (influenza) nyow

AN DT e

D'"72701 DTN NI9IA NINOINN °
e

NTIN ,NYIY NIV e

NN XIR VY e

02N 'vna (D'a1N 010 D'71I7'2) 09719

n'Ta e

17272 P17 DNA7 0719V ,272%90 DT NNfoN IX NN ¢
NN 0D NPT e

IN9NY JI'7V2 D'X2N D'9'Y0A IWY) D' NIAN DDTY

4.4 Special warnings and precautions for use

It is strongly recommended that every time Gattex is administered to a patient, the
name and lot number of the product are recorded in order to maintain a link between
the patient and the lot of the product.

Gastrointestinal neoplasia including hepatobiliary tract

In the rat carcinogenicity study, benign tumours were found in the small bowel and the
extrahepatic bile ducts. These observations were not confirmed in clinical studies of
more than one year duration. If a neoplasia is detected, it should be removed. In case
of malignancy, Gattex treatment must sheuld be discontinued (see sections 4.3 and
5.3).
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Fluid overload and electrolyte balance

To avoid fluid overload or dehydration, careful adjustment of parenteral support is
required in patients taking Gattex. Electrolyte balance and fluid status should be
carefully monitored throughout treatment, especially during initial therapeutic response
and discontinuation of Gattex treatment.

Due to increased fluid absorption, patients with cardiovascular disease, such as
cardiac insufficiency and hypertension, should be monitored with regard to fluid
overload, especially during initiation of therapy. Patients should be advised to contact
their physician in case of sudden weight gain, face swelling, swollen ankles and/or
dyspnoea. In general, fluid overload can be prevented by appropriate and timely
assessment of parenteral nutrition needs. This assessment should be conducted more
frequently within the first months of treatment.

Dehydration
Patients with SBS are susceptible to dehydration that may lead to acute renal failure.

Important information about some of the ingredients:

Exeipients

Gattex contains less than 1 mmol sodium (23 mg) per dose. This means that it is
essentially ‘sodium-free’.
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