7272 KON DWN 9 7Y neiyun nsnNnn

yav o
My?/npata? noniim homn
2"n/Mm™2a1"n 50

(ferric carboxymaltose->) 712 a"n 50 7'on nonm nomn 7"'n 1 73 7131 7'yon ninn

yTn" 6 9ol "nonnn 7w nannnn 770 7y awn yTn" 2 9'wo nx1 019781 0'7'wo "N 0o i ytn?
"qon
NITRY 17 W' DX .N9NNN 72V MYnn vy 70 07 |17V .n91NNA WNNWN D1V1 1910 TV [I7VA NN |I'Va K7

NN 78 IN KON 7K NM19 ,nison
.NNIT 'RI9IN DA¥N D 77 XTI OX 17'98 DN7 2'TN7 D717V XD .DMINK7 NNIR YN 7R 112V NNYA IT N9INN

Znonnaniuinan? g
.0N WNNWNY? [N K7W IN 0'7'Y' DI'R D722 7712 1'WON UKD 7712 101N 719104
.NTaYn NIP'1 7Y NooIaN NI'N7 NN NIN2AXN

.N'MINA 719'07 D'WON 7T INTOI9N ANy

02NN win'wn oY .2

:OX N9INNA YnnwaYy I'R

N9NNN N7'DN TWKX 0'901N D'ADINNN TR 727 IR ferric carboxymaltose-7 ('a7X) wian NNk e
.(6 9'vo nx")

.NPATNA DMINXR 772 M1'wON7 (AN NIYAT) NIIMN NANYR N2IAN 17 NN e

L7122 110NN NNNAY K7W NN Y7 W' e

77702 WNNWN 1912 12 91X N'WA IX 922 772 qTIY 7 W' e

N5NNA YIN'Y'? NIYARA NITNIM NINATX

117 ¥' DX X917 190 ,Y20 P11 719'vn 19Y%
NIDSNN7 NIV 7w ANIvon e

N'MOIWVN N'NINTX NANT

NINAY D'PoN NPT

NNNKX NIAR I NATER ,NNIMN NNVOX

INY'?) DNt

7252 NI'va

DT2 |NOT 7¥ NIdIN NN

YWY ORIIYD Y NYT 72007 72190 QWX INnn DK ninn W 97717 0naY 217y yao 7' v (121 X7 |nn
TN DX TR 7'0907 W' LI9R DN L NNN INKD (WINA T7 11Yn Yax

D' 22NNl oYy
.14 912% nnnn 0777 N7 'R

apyni nip'Ta
.WITIN NONNA [12'A DX VIA77 NI 7Y DT NPT VIXAY JNIXK D119 X9Nn

nIrnsinn | ]'IIJ.IAD/TII'X.'IN'\U]'N

2V 190 ,NMITN '90INI DWN X77 NISINN 771D NINNX NIDINN ,MINNKY? NNEY7 DX IX,Nj717 DR DX
:NPI7 NNX DX TNIM2A .ARNYT IX X917 D
.J20 ''9 DY TN DN AWK D7 NIND NIFMY DYIWY YUK ,NY'M721 9T 'WDN e

NIMISI A LI
NAVIN,|IM'NA J2'N OX X9NN DX YTU7 21N .12 0'Y1A Ya0 711'9] Win'w 27 Dy yTn 0"z — |IND
JNNY% N1DdNN IR (1NN NRY

N7 IX DN9NNN DX 7277 1'wnnY? 2210 DRD VAR X9NN .X9NA YYINYT W L719'00 1702 |17 N0 DX

Ferric Teva PIL Notification-new-EM 11.2024



72 T2 [12'0 NN YAV 71'OW 110 K7 VA0 71191 719'0N 1197 KON YYIINT W' N7 DX DX — NN

NIDN YIN'YI 1A
JNIDNY WNNWAYT IX 2IN17 NITIDYA VA9 Yau 2'1'OW 1110 XY

N9NNA ¥ pfanInan 7270 7 a1wn yTn

"Pna n'101" nawna nonnn P71, 19 ("1 23) na mfm 1-n ning o0 7'n 2 v pnpna

noMx¥nn 2.3%-% n'mwn Lipnpa 1o (In1w/71w nna npvn ann) DN a'n 46 2on 7"n 10 v ppinpa
Py | i | 1?1

.0MaIANnY n¥7nmn ntamn N

noMx¥nn 4.6%-7 n'iwn L1pnpa 1o (IN71w/71w ntna Nptvn annn) DN a'n 92 2on 7"n 20 Yw ppinpa
Py | i | 1?71

.0MaIANnY n¥7nmn ntamn N

20onna wpnwn X0 .3

.9 NIXIINY DN TN 1'WONI WNNWN7 u!

2'WONA 719100 [DIXYTI [12'AYT YA NIV JI'K OX NPINN DY I XOND DY 217 '
.T2%72 X9NN T 7Y 1A 219100 [9INI MmN

YA 7INM INKRYT IR DTYNR'T AT LN T 7Inn X7 Yao 71 17 1IN NINKRD IX X9
2yiwa oyo 7121 2" 1000 onw yaov 1o 9"n 20 AN 27 , T e ppma e
ATIRTN NIDN Y TIN7 2NT7 TP YaA0 P9 ATIRIT NT e
Va0 #1'91 NifY LYiIawa oo L7112 2"n 1000 nnw vao 7o 7"'n 20 anern D7 T nnwr iy e
.0IN ' nomnn vaxl 7" 250 7 1y ynan? nwy noan ,n7n nomna 7nn

QMR NN 719'07 0TI 0MY7IN DYYXNR DN N2 RSN [NIY VA0 711D
1T 30 qwna N'RI9T NNAYN NNN IRYAAY7 W' [Nnn N
JX'7Mimn nana 7y 1yt '

AN' |12'n NIYLA [N DX
.WITINA N7ITA NIN [NIMY 110 K7,[0Mm RIS NIY 7T NIN 9NN NN
772 NIN2LVXN YIINY *1o1 772 TR 10Y KON .§IAd 7712 NNALVXAY7 DNA? 717V Nt jm

X2 nivoin .4
nN'WY XIPNT7 702 IR .0'wNnwnnn N2 'RIN7 Nivsimy nnay 717y yao 1'oa win'wn ,N9NnN 701 md
.[NN NNKX XN 71200 X7Y DN RITD NIYDIN

NN 'R niysm

NAIXR NN 7Y YRaxXnt 0W175Y 02N DR'0NN IX DN'ONN TRX NIINNNK DX X9N7 TN NIT? W'
(nTo70 1) NN e

T

nn'wl "wp

D'oIX9Y

QIAN IX [NAN L [IY70 ,0"NOWN 7Y NIN'D)

0117 MINON DWA NMIMN NN NAIANYT 10'0 NI'NY WYY NTNA AXD

nioon IX nnimn nirn? nizi?y (10,000 ynn o'wnnwn 1-10-2 niy'omy) 178 NIMA7X NN oM'ion 07N
NN NNR DX X9N7 NIT7 W' .01DN [TAIRI DTN AITNNA 272 NrYa 271 (N'0P7'9IN NAIAN WA YIT') 0N
[R'0 NIFNY7 713' 12T (222 IX 071902 ,0"720] IR DT ARD) NINYY 7Y IX DMWY ARD 79, NI9YY 7¢ nnnn
0M2YY 722107 0Mw? 719V 0T axn L(NNMIRVOIXR) NIMXYN NIOINNYT DNAY N717VY 0T [NATH NN T
AT NIXR? 912 *719'0 19017 PRI OX TNI'MA ,NTA INOT NN PITAY K9NN .NIN¥ya

AMNXRYTE719'00 17002 )2x¥n XK 021 N7R NIMYOR RI7 NIYOINY YTIN RONN

INI90N X7 NIYSIN

1100 yimn o'wnnwn 1-10-2 ny'smy Niyosin — (common) NINDY 'RI7 NIYSIN
WK XD

nINInNo

(nj7non) oin nUINN

NI 0T YNy

n7'na

(2 79 Da NXY) NN NRA hiaRn

DT |NT NN NIAT AT

Ferric Teva PIL Notification-new-EM 11.2024



1,000 1inn o'wnnwn 1-10-2 niy'smy Niysim — (UNCOMMON) NINDY [1'RY 'RII7 NIYOIN
D'YIN NN

niNn oIN 7w N nwiInn
-XN2 ,TRI9011011'K VVIDONX ,TRIDO0NVIINMN ['INZX T 'ATIN N'IAT Ny
TRNT'N-NT VURY DTINAI TRUDOID |'7X77R ,TRID01NV7'VI7A

NN'PTNYIND IN D'XIXZY e
DYUN NYINM 'Y e

YRID 79IT o

M1 DTYn? e

mwltyp e

27w NNNY |0 ARD N P RPN e

NNM9 Y2 NIMIMTR ,NTON0 , T e

DY NN ,D"7200 I DT D'AND 22 IR/1 019N ,0NNY "aRD e
Din e

nioty e

NTN1IXD o

D727 NI9d IN/I D" TN NIDIA NIN'OY

nNmny e

[ ]

[ ]

:10,000 yimn o'wnnwn 1-10-2 niy'simwy niyoin — (rare) NN 'Ki7 NYsIn
DT NPT e

nTIN

[1I97'Vy WA ,|I197'Y

D'DIXO¥

n'Ta

nN'Y "YRY 0NA7 n7179Y NaN I (IY70,N90 ,0190 7Y 27N NINDINN

[nin

[N ANXA DNNX DNITR TIYD YAY 'Y

D'7'0N2 N1"'9IXN 77D )1 TAI [NNN INK7 DA 1901 TV NIYY 19501 Y'9IN7 NYIYY NYSYW N'INT n7nn

D'7719121 D1MIYA D'ANRDI NIAA DIN 12D

NWIT NI'R NINDYY 'RIT NIYOIN
NN TR e
DI9N W NIN'OY e

MY X7 'XI7 NYSINN 7210 ANK AWK IN ,NNMNN 'RI70 NIYSINN NNX DX ,'RI7 NYDIN AY'DIN OX
.XO1NN DY Yy'Nna'? " )1l

"IMOINN 719'0 ApY 'RI7 NIWYOIN 7V NIFT" YRR 7V NXNYT NIYYNARA NIRNAN TwNYT 'RI7 DsIn 7y nim? [
IN,'RII7 MIYDIN 72V NIT? [7nn 09107 N19nn (www.health.gov.il) nixan Twn "NX 7w nfan 9T kYNv
https://sideeffects.health.gov.il/ :niw'p'7 notd "y

202000 NXIONXT XD

7¢ DN'XRY NIVI DT AY'NY? YINN 1120 DIZN2 MINY7 W' DINR N9NN 22017 n9NN Iwvinymn e
.N9NNN NWIISN DRI K77 RPN DINAN 7R .07V100 YyIan D T w1 Dipien ax/ o

ON"NN NMAIBNN TIXRN .ATIXRN 2 72 y'oinn (Exp.) Nnaonn 7XN MNX N9NN2 WNNWN7 'R e
UTIN MIX 7¢ [NNKRD DI'7
.01'o7x ni7yn 30-n NdININ NIVISNLA [ONKY
The following 9'vo Nk ,N9NNN W NIIYRY ANMD INXR7 IX 717'T INKY7 [I0NKX DIKINY
.information is intended for healthcare professionals only

Qo vt .6

Sodium hydroxide, Hydrochloric acid, Water for injection :na n'7'>n nonnn ,7'von Wninn'zy qon
noNIin nomn 0'*7nn 7" 20 1k 10,2 7w ND12 NDIDTA DIIRIAPA :ATARD DN AL NDINNN N'R1 TYD
.NND DIN yaxa

.0'PHYn ATIRN 71D X pne

JINAMDI DIV 292l XD DY
.6944020 arax 7n ,124 AN NIAT 2NN L,N"va YR YA

Ferric Teva PIL Notification-new-EM 11.2024


http://www.health.gov.il/
https://sideeffects.health.gov.il/

NINAN TYWUN NI'n1aY%? oxnna 2024 hanana 1w
178-05-37635-99 :nix"an TwN1 'M27nnn NISINNNA 02191 N9INNN DIYN190N

.0MN Y 17 NTYIM A9NNN LNIRT QX 7V 0T [1IW'72 non AT |17V, RPN NY7RY1 NIvwoN DwY

The following information is intended for healthcare professionals only:

Monitor patients carefully for signs and symptoms of hypersensitivity reactions during and following each
administration of Ferric teva. Ferric teva should only be administered when staff trained to evaluate and
manage anaphylactic reactions is immediately available, in an environment where full resuscitation
facilities can be assured. The patient should be observed for adverse effects for at least 30 minutes
following each Ferric teva administration.

Step 1: Determination of the iron need

The individual iron need for repletion using Ferric teva is determined based on the patient’s body
weight and haemoglobin (Hb) level. Refer to Table 1 for determination of the total iron need. 2 doses
may be required to replenish the total iron need, see Step 2 for the maximum individual iron doses.

Table 1: Determination of the iron need

Hb Patient body weight
g/dL mmol/L below 35 kg 35 kg to <70 kg 70 kg and above
<10 <6.2 500 mg 1,500 mg 2,000 mg
10to <14 6.2 to <8.7 500 mg 1,000 mg 1,500 mg
214 28.7 500 mg 500 mg 500 mg

Step 2: Calculation and administration of the maximum individual iron dose(s)

Based on the total iron need determined, the appropriate dose(s) of Ferric teva should be

administered taking into consideration the following:

A single Ferric teva administration should not exceed:

* 15 mg iron/kg body weight (intravenous injection) or 20 mg iron/kg body weight (intravenous infusion)
* 1,000 mg of iron (20 mL Ferric teva)

The maximum recommended cumulative dose of Ferric teva is 1,000 mg of iron (20 mL Ferric teva) per
week. If the total iron need is higher, then the administration of an additional dose should be a minimum
of 7 days apart from the first dose.

Patients with haemodialysis-dependent chronic kidney disease
A single maximum daily dose of 200 mg iron should not be exceeded in haemodialysis-dependent
chronic kidney disease patients.

The use of Ferric teva has not been studied in children, and therefore is not recommended in
children under 14 years.

Method of administration

Ferric teva must only be administered by the intravenous route: by injection, by infusion, or during

a haemodialysis session undiluted directly into the venous limb of the dialyser. Ferric teva must

not be administered by the subcutaneous or intramuscular route.

Caution should be exercised to avoid paravenous leakage when administering Ferric teva. Paravenous
leakage of Ferric teva at the administration site may lead to irritation of the skin and potentially long
lasting brown discolouration at the site of administration. In case of paravenous leakage, the
administration of Ferric teva must be stopped immediately.

Intravenous injection

Ferric teva may be administered by intravenous injection using undiluted dispersion. The maximum
single dose is 15 mg iron/kg body weight but should not exceed 1,000 mg iron. The administration rates
are as shown in Table 2:

Table 2: Administration rates for intravenous injection of Ferric teva

Volume of Ferric teva Equivalent iron dose Administration rate /
required Minimum administration time
2to4 mL 100 to 200 mg No minimal prescribed time

>4 to 10 mL >200 to 500 mg 100 mg iron/min

>10to 20 mL >500 to 1,000 mg 15 minutes

Intravenous infusion
Ferric teva may administered by intravenous infusion, in which case it must be diluted. The
maximum single dose is 20 mg iron/kg body weight but should not exceed 1,000 mg of iron.
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For infusion, Ferric teva must only be diluted in sterile 0.9% m/V sodium chloride solution as shown

in Table 3.

Note: for stability reasons, Ferric teva should not be diluted to concentrations less than 2 mg iron/mL
(not including the volume of the ferric carboxymaltose dispersion).
Table 3: Dilution plan of Ferric teva for intravenous infusion

Volume of Ferric
teva required

Equivalent iron dose

Maximum amount of
sterile 0.9% m/V
sodium chloride
solution

Minimum
administration
time

2to4 mL 100 to 200 mg 50 mL No minimal prescribed
time

>4 to 10 mL >200 to 500 mg 100 mL 6 minutes

>10to 20 mL >500 to 1,000 mg 250 mL 15 minutes

Monitoring measures

Re-assessment should be performed by the clinician based on the individual patient’s condition. The Hb
level should be re-assessed no earlier than 4 weeks post final Ferric teva administration to allow
adequate time for erythropoiesis and iron utilisation. In the event the patient requires further iron
repletion, the iron need should be recalculated using Table 1 above.

Incompatibilities

The absorption of oral iron is reduced when administered concomitantly with parenteral iron
preparations. Therefore, if required, oral iron therapy should not be started for at least 5 days after the
last administration of Ferric teva.

Overdose

Administration of Ferric teva in quantities exceeding the amount needed to correct iron deficit at the time
of administration may lead to accumulation of iron in storage sites eventually leading to haemosiderosis.
Monitoring of iron parameters such as serum ferritin and transferrin saturation may assist in recognizing
iron accumulation. If iron accumulation has occurred, treat according to standard medical practice, e.g.

consider the use of an iron chelator.

In-use stability

Shelf life after first opening of the container:

From a microbiological point of view, unless the method of opening precludes the risk of microbial
contamination, the product should be used immediately. If not used immediately, in-use storage times and
conditions are the responsibility of the user.

Shelf life after dilution with sterile 0.9% m/V sodium chloride solution:

Chemical and physical in-use stability has been demonstrated for 24 hours at 15 to 25°C.

From a microbiological point of view the product should be used immediately. If not used immediately, in-
use storage times and conditions prior to use are the responsibility of the user and would normally not be
longer than 24 hours at 15 to 25°C, unless dilution has taken place in controlled and validated aseptic

conditions.
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