N2 F5%20%ETE 19/56mL
N FS5%20%ETFE 29/10mL
N2 FS5920%ETFE 4g9/20mL
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1. EHBE
11. BEERFRBOME (AI#HEHRK 1)
D 22500AMX01830000
EKREE @ 22500AMX01831000 AREH H 170150 B 2P
2)20194 3 A 26 H
3 22500AMX01832000
o 1) 84
1R 876343 AN 241
O "B FT 20% THE 1g/5mL
AR 5E44 @ "L T 20%K T 2g/10mL
@ "M Er T 20%FE T 4g/20mL
2Rk 4 pH4 LB ANRE 7 a7 ) o (B TFHEH)
Hisa 4 CSL _R—V v FER ettt
D134 7N (5SmL) FIZARETaT Y > Gx 1g 88T iR ENA
EEBEUHE | @134 70 (1omL) FIZAREI a7 Y G % 2g 88T iR ERA
@134 7 20mL) FIZAREITaT Y v G % 4g 5B T HIIRERA
) @E. AMRE/ a7 GE LT50~200mg (0.25~1mL) /kgAEAHE 1[H
BET#&ET S, B, BEOREBIZIELT, 1@H71- 0REERVERER
ILEEERT 5,
REROCHE |2) @, RAKBARE /o 7Y GL LTI1IESHEY 200mg (1 mL) /ke {KE
1 B3EFEdT 52 HTHRILTHETERETH, BEORBIZS LT, &
K400mg @Qml) ke KENOEREZBABTAZI LI TEXS, 2B, #HiEHE
I3 200~400 mg/ke (A TR EIEE T 5,
1) EXIEY ~ 7 a7V MfE
ZhRE STV R | 2) BrESRIEVERLEEYE 22 AR R O EENVEEEIR T O#EITIH (B HIE T otk#ED
mOLNTHE
AL 2013411 A 19 H RyEHEHAR | 201441 308
#£AA
AREEHD—
HWEFHFEAR |4l
EOFEDEIE
o REREORYE - FERRELAR 77r—~ab P77 AF

[ EEETAEN




1.2. ERBRFORKR

1.21. {FRABFERUEMNZER

AFNOIERBFIX BRI STy,

®  HUIATEMER O Fe BSREIC K D 1EH

IgG #%HEIX. Fab#4RE & FeHREN I DAL, 1gG 20 7O Fab #i X PR O R % (Fab #HE) ZIkET
%o Al 1gG B DNBIFN R % AT 5 12 OIITEFFZNCERO & D PR RED 27 M V& FFD
ZENRETH LN, KANL, SOORRDFFRMEZFFOHUL (JUHBs, IRV AU A LA 1R 1y
7TV T EHR, PUVLARTANLABIY, FLA ML RY T 0) OFERHER SN TND, 1gG oD
Fcimid=7 = 7 % —#6E (Fc#%mE) OB L7020, AFID Fe o7 = 7 ¥ —#RBIIM O TR ST
WHNGEZ 0T ) CRIRIERETH D 2 LGRS, o T, AR, AR B FEOME KO
T A NAPER AR L TIRWAANY MDA 7Y = AER LK O FERZ R L, @ Fex7 =27 #
—HBEZ AT 5 Z & 23RBS FU72[Werner Maeder. et al, 2011],

® LA AT 2 BRAGE/2) ) & AT 2 in vivo #ER

(£%) IVIG T —#

IVIG D% > 7 aR—1® (4 Tl Sandoglobulin®) % V7= 3 FREH D - #H O EYEE T /W25

DA M A Rt 2 BB TR L 7z,

O <~ U RAEF LTI, FRESERE 3 UL 7F RO B RZ2 SRS L CTHR L-miesimicxt
LT, IVIG %52 &2 PRI R OVRRIAR 2 et L B3R 0 B 2588 672 [Chudwin, D. S.,
19891,

@ 5 HE®BZ v Mzxt LT, IVIG [ZINE T A VAL V7V WHE b AU T2 BPiRZ &t 2 &
2378 S #U7z[John R. Schreiber. et al, 1985] ,

@ U AKEGET MK LT, IVIG IEKGEREGT T 2 B ER 22 B0 B 4 7= L 72 [Pollack,
M., 1983],

® AN A HAHT 2R/ B R T KT A ER (T v B)

FBLE Y MEBRLEN 70 AV MNERT Va Ny FEBE TR L, S5ICH KRR FIRN S
L1727 v NEBRIT LAX—MERFRAET VI, A 0.1g/kg, 02g/kg. 0.4gke UFABEHER (7
Z&AR) & 1R 1, E#EkE s AME TG Ulc, PRt REE OE% 35 A Mz - TE A #8152
L. JE®RE 0~4 T2a 7T Lz,

ZOREFR, REFEGEICBWT, JERA a7 I3BSMAsm L T 7 e R LV IREEZ R L, &
7o AHI0.2g/kg BEKL TN 0.4g/kg BECIIER B F CORFRINER L7,

1.2.2. EYERE

1BVESIEE I BETE 2 FARA R BB 2 0 B & L EBS LRSS IR UME AT — % 2 5T) T,

CIDP 23 172 BIZAA 0.2g/kg REXI1T 04gkg AHE S LT T8 ARZ # 1 B, KER &G L&
A, BEBIERFICEIT S 1gG b7 7ME  (CF4E+SD) 1. 0.2g/kg REHE T 15.443.06g/L, 0.4g/kg 1k
HHET2044324g/L TH Y, KT EEMMAZBEL T T 7EITZEMIZHERE LT,



1.2.3. BRRERBEOHME

ASEIOFFEERIGETH D468 - RO MEVERFEVEBLRETE S FARRRE I OEBERRIK T OHEFTH
il ) O FEIFE Tl S U 7= E RS ILRS 1 AH RS & ONE RS L R R B 53 B O 2 % DL T IR
iR

FEIBRHEEZE T AHRER (S sk dt —EE M) CTiX. IVIG ORIEFRIC K 0 BMERAEE I §EE 2 5%
TRARRIE DARFEN L TEL L CWE s N 17261 (HARNEFE 11 B2 5T #E(EALL., 2 HE
DOARFK] (0.4g/kg RE [58 411 iT 0.2g/kg (KHE [5761] ) L LIEF TR 576) 28 (HC) &5
SNz, BGHIM IR IERIEVERLBEVE S FARMR R A FFR (I INCAT A2 7 D 1 JLL EDR—2
TA I DEAL) TRBR A UL L2 BRE OB T T v RO 63.2% & ik L. 0.4g/kg IKERE
T 32.8%., 0.2g/kg IKEEET 38.6% (ZHZH p<0.001,p=0.007) ThH 7=, EITEHIT 0.4g/kg KEHK G T
1. 58 20 B (34.5%) . 0.2g/kg IREFG-TliE, 5S7THIF 176 (29.8%) IZERD AL, ERRIWEHIZ
0.4g/kg IREEI G- Cld, EANEOLKLEE 8 5] (13.8%) . TEAFBALMENR 6 6 (10.3%) . 0.2g/kg KEHKE T
X, EANEACIERR S 61 (8.8%) . IENEMLELEE 341 (53%) Thol-,

ERS L E R 53R CGF A S MRk FIE i 48 Wik atih, DARE [keakBy ) <1k, EHEK.
A2 L AHRRER D AT L7z 8245 (A ARNEE 10 125 de) OERMERIEM: BRI 2 AR R B %
FAAAIT, MR TIIAK OHERRIE ORI O L 2R OH2MMEE 2 & (0.2gkg (KEK DY
M@g%i)@ 1 [E$ 5 TRt Uiz, AR PEREME O FEEIX, 0.4g/kg (RERETIX 196.1 (0
:1~330) H. 02g/kg RERETIE 1258 & : 1~330) H Th o7, EFEILFES I FHFER %
wwmwi&ﬁfﬁ%&<%Tb HEfeBR & 0.4g/kg IKE CRIAA L7- A OFREIL 5.6% (1/18) T
bolz, MR T 04gkg REDO G 2% T 12T X TOBFOHREEIL9.7% (7/72) Tholz, EHEE
LEEE M AHRER 2 0.2g/kg REK G THIE R TFET L, Ml 2 0.2g/keg RH THRALA L7 BH DI
KL, BEBIIRENTIEH 52 50% (3/6) Tho7-, Mkl T 02gkg (KEDOE G- %25 1724~ T
DFEETIL47.9% (35/73) DEBFEPEIE Lz, BIEMIL0.4g/kg KB G- TlE, 72 61 17 4
(23.6%) . 0.2g/kg IKREHH-TIE, 73614 841 (11.0%) [Z78 B, E72EIVEHIL 0.4g/ke (KE#H S
TiX. FEAROIER 6 1] (8.3%) . {FEAMACEEE 361 (42%) . 02g/kg KEHKH TIL, FEAENIE
IR, FENEALALEES 361 (4.1%) Th o7z,

[ B AL [R5 TR RRBR M OVEI B[R] R A3 53R BR O BIVE ] » JRYWIE DI BLIR I 2 BIARE R 2 12”7,

1.24. EKBEH
HRRRIRFIZAT ST TR E A A DA O KRS L TEIEM Y A 7 EHEIE 2R ED L, @I
T5ZL] THD,
TR REIRGES ORAEICR T 2R EIH E L CORARE B~ SN FE RERAHHEE)
UL T Om|Y Th o,
- TEHFNL B O A FHHFLRIZOWT, BERGERICB W T SR S HHRINET 5 2 &,
F72, PEMZRRRAR IOV TIT 14 AT DR LA ICEE T,

1.3. RBHOEBEERBICEDIETORE

1.31. FARBEO—HEE. XREMOREZRE

20226 A 28 HIZHE TR T >~ 7 a7 U v MAE O 2 DWW T HE R OV & OERGRFIH O —H 4
HAEAHGE L, ZENFZLLNOMEY FHRICTRT,



<HEKXOHE>

W, Ak a7 Y GELTS50~200mg (0.25~1mL) /kg (AHE %8 1 [BIEZ FHRE53 2%, 28R 1
BG4 2556121E, 1HH Y OHED 2 %5 (100~400mg (0.5~2mL) /kg KHE) # & P54
D, B, BEOREBIISU T, 1HL LI 2HH 70 of 58K O 5 BIE0LE TR 5,

2022 4= 8 A 30 HIZLL FOFELEMOWGEZE LTz,
NAEBLNT 20% FIE 1g/5SmL 2 U ¥
NAEY NT 20%F FiE 2g/10mL > U >
NAEU NT 20%F FiE 4g20mL > U

132, HERALOEIEOHITORE

YL EELMS (201943 A 26 H~2023 43 H 25 H) O LR OUET O 2 B
3R,

2019 4F 3 AU M@MERAEVEBLRENEZ FEARAIEI O EEEREIS T OMEITINE] (75 K T k3R
BNIZHE) | OB < SR OKRFH—ELFAGBIHENEN EOEFEZUGT Lz, £7o, 2021 4
10 HICHREEEEA~E T 217 9 3, THRRMARRICKIT T OBz AE s/ n7 ) 55
CRIT DR E L CHET Lz, WINOWET S A FWETICTHEM L7z,

1.33. EXRIRAVEEHEOERKIRUVEREDRZEE

FESE Y 2 7 EEEE O FER LA BRVER 4 1R, £, FEASIR N OERL Y % s a )
B DZE T DFEEZE RIFR 1.3.3-1 12577

FESE G Y A 7 EHEFHE R E S 72 20194E 3 A 26 BB HBEAEMMK T D 202343 H25 HETO
BT, Hie R Z RMERETFECIB I O B3 G 2 AV RIE BN S OB I e o 72 (Bl 1.3.3-
D

1.3.31. ENOEEZZREMERABERUVAEMNEICET HHAE - AROFTEOHRE

PR A TR U FEHE L 7 — et P Ao A OB & B 5 137, Aeds. PR A IR I s
WRFEtE T — 4~ — AR R OV R 50 4 PR AR X 520 L e BIRRAR X 6 R OBIRAR = 7 1%
TERE L TUauy,

1.3.3.2. BN Y RYR/MEETEOHE

BIND YU A7 e/ METEE OBEEE 2 BIRAR 8 12”7,

2019 43 H 26 AT MEMEIIEM DB 2 FEARFRIE K O IEE BRI T OHETTINH (i /MK T O s
ROOLNTZIHE) | OWEE - DR CTKREHE AT KRB ZIG L, TEREEEMTEM (oK
Higg~=a7 0, BHEEN —=V7HREHT v 7 U A N) OERERAR] KO TEEWITEM
BeHiE~=aT L, R 7HlAE, a7 ) EELZ%1T5 CIDP BE S A~ BERHE) OfF
AR E WA Ao Y A7 o MEGHENC R E L, e L7z,



1.34. ERICBEF5EAKR

1.3.4.1.

HE M EDHDS

BEEYRPOHMEES K 1.3.4-1 127”7,

# 134-1 HEEHBFOHAERE

Bz b AR I (ﬁfﬁf) Eﬁféi
2019453 B 26 B ey b7 20%8 FiElgsml | [
~ ~Er 720wk TE2gonl | [N
201945 A 31 g€y b7 20%E TiE4g2oml | |G
2019468 1 H 2y b7 20%8 T 1gsmL | [
~ rer g2k TE2yioml | [ |
20194 11 B 30 A ¥+ 7 200K Fix4g2oml | |G
20194 128 1 H ¥y b7 2%k FiElgsml | [
~ e rs2ngTE2gioml | [ |
20204 5 A 31 B ¥ b7 20%E Fit4g2oml | [ G
2020F 6 A 1 H NAEY R T 20%HE FiE 1g/5mL e
e v h720%gFE2gionl | (NN | TN
20204 11 B 30 H A€ b7 20%E TiE4g20ml | |G
20204 12 A 1 H NAE Y+ T 20%KE T 1g/5mL ]
~ ~~eri72%gETE2yionl | ||
2021 £ 5 A 31 H rat €y b7 20%E ik 4g2oml | [ G
2021468 1 H €y b7 2% FiE1gsm | [
= ~er 720wk TE2gioml | || |
20224 5 A 31 B ~t € b7 20%E ik 4g2oml | |GG
2022 6 A 1 H NAE Y R T 20%E T 1g/5mL ]
~ ~~errg20wkTE2gioml | R | TR
2023438258 rt ¥y b7 20% T 4g2oml | |G
NAE Y b T 20%HE FiE 1g/5mL e
&t ~eri720%ETE2yionl | ||
rt €y b7 2005 Fik 4g2oml | [ EGR

M EX, TEXIET~7 a7 ) ViE] ~MERLESbET,

1342, HEERBEEHR

IR SR B O — RRE I RATRE (31T 5 VIERI BT ) O IR ERICESE | HEBREREZUTO
WY R L, BEESMTICAEOFFENSR THOME - RO MBIERIEMBBETES SR E
ROTEHEREE T ORETIH HHETORESRBO SNIHAE) | (3 L TR ZEA LiciEs
e eeb] PNy



¥, MATHCRICIE, TESUIRT > ~7m 7 ) ViE] ~MER L7 b EEND, B I XA
THZENRNETH D720, HHFEEBHE T OHAHEENSFOHFEENSRTH L8 - 21RO HEk
FAEMEDLRENE 22 FEARTIER O BEEEREAS T OMEATEIH] (VK FOUERBO ShiHE) | I2aT
R ESh e E L, #HEEBERERE L,

HEE IS = TR (o) /— AR AR D LSBT 5 8 (o)
- -
-l



1.3.5. HSEICHITEEE. BREKR
SAENZ 31 2 AR &2 2% 1.3.5-1 12779, 2023 4F2 A 13 HEFE, KEX EU %, 50 UL EDE & ik
TARANIAGREIN TS, ok, AFIOFEESHEAHIZ 201043 H4 H CKE) Tho,

#1.3.5-1 SEICERT DAGIRI (2023 42 A 13 HHLE)

Hitdsl 4 oned WIEIAGEHA H

K[ *! Hizentra 2010 43 H4 H
EU*2 Hizentra 2011 %4 H14 H

AA A Hizentra 2011 %26 A8 H
ihoat Hizentra 2011 47 H13 H
A== N = Hizentra 2012 43 A28 H
TN T Hizentra 2012 410 H17 H
LN ) v Hizentra 2013412 A7 H
~7 R=7 Hizentra 2014 %1 H30 H
ey Hizentra 2014 /3 H6 H
== e Hizentra 2014 /3 H17 H
F—=A K707 Hizentra 2014 45 H8 H
AFa Hizentra 2014 48 H27 H

F Hizentra 2014 429 H10 H
—a—U—J R Hizentra 2015 42 419 H
AL — Hizentra 201548 H13 H
7TV Hizentra 201549 H21 H
7T R Hizentra 2016 6 H28 H
A7 Hizentra 2016 7 H10 H
INE Hizentra 2017 %2 H14 H
HHE Hizentra 2017 44 H12 H
T4 Hizentra 2017 410 A5 H

202249 H30HER Y FiF

Bis Hizentra 2017 4:11 H24 H

<L =37 Hizentra 2018 /1 H30 H
RA=ZT e~ LY =TS Hizentra 2018 423 H9 H
7 A Hizentra 2018 45 A8 H
2= Hizentra 2020412 H30H

AV RRTT Hizentra 2019 424 H8 H
TR Hizentra 2019 6 H4 H
N T A Hizentra 2019 47 H23 H
HFT AR Hizentra 2019 /8 H26 H
=RV s Hizentra 2019 #11 H20 H

YT I Hizentra 2022411 H1H

7



Hitd A4 Mre4s WIEIAGEHA H
TR D Hizentra 2020 42 H21 H
RF )= Hizentra 2020 44 A7 H

A AT T )L Hizentra 2020 45 H7 H

H A=) Hizentra 202249 H7 H
77 7 R EE Hizentra 20224£12 730 H

*1: IBD fRAH

2. EU OKGREE) - A—A N7, X — TAHVT /a7 Fr, ¥7rAR Fxat
fiE, 7ov~—27, ZAL=T, T4 TR TR KAV XX AT —,
TARATZ R, TANT R, A2V, b7, VeTovadlr, VT2, V7
vy e NERE, AT X, VT — FR—T 2 K, AV ITL —e =T
ZRNRET AaR=T | AN v AT —F L FH[EH

IBD R AETH 2 KE N O BUIZEK T 3088 - 2K, HiE - HEEZE 13.521077,

#1.3.5-2 KEKOCREUORIHE - zh5. Wik - &

%ﬁ K EU
ZHE X | INDICATIONS AND USAGE Therapeutic indications
13%h 5 | HIZENTRA is an Immune Globulin Subcutaneous (Human) | Replacement therapy in adults, children and adolescents (0-
(IGSC), 20% Liquid indicated for the treatment of: 18 years) in:
*Primary immunodeficiency(PI) in adults and pediatric — Primary immunodeficiency syndromes with impaired
patients 2 years of age and older. (1.1) antibody production (see section 4.4).
*Maintenance therapy in adults with chronic — Secondary immunodeficiencies (SID) in patients who
inflammatory demyelinating polyneuropathy(CIDP). suffer from severe or recurrent infections, ineffective
1.2) antimicrobial treatment and either proven specific
antibody failure (PSAF)* or serum IgG level of <4 g/l
*PSAF = failure to mount at least a 2-fold rise in IgG
antibody titre to pneumococcal polysaccharide and
polypeptide antigen vaccines.
Immunomodulatory therapy in adults, children and
adolescents (0-18 years):
— Hizentra is indicated for the treatment of patients with
chronic inflammatory demyelinating polyneuropathy
(CIDP) as maintenance therapy after stabilization
with IVIg.
1%« | For subcutaneous infusion only. The dose and dose regimen are dependent on the indication.
| Dose (2.2) Therapy should be initiated and monitored under the
PI supervision of a healthcare professional experienced in the
Before switching to HIZENTRA, obtain the patient’s serum | treatment of immunodeficiency/CIDP with SCIg.
IgG trough level to guide subsequent dose adjustments.
*Weekly:Start HIZENTRA 1 week after last Immune Posology
Globulin Intravenous (Human) (IGIV) infusion. Adults and children (0-18 years)
Initial weekly dose =
Previous IGIV dose (in grams) x 1.37 Replacement therapy
No. of weeks between IGIV doses The medicinal product should be administered via the
*Biweekly(every 2 weeks): Start HIZENTRA 1 or 2 subcutaneous route.
weeks after the last IGIV infusion or 1 week after the
last weekly IGSC infusion. Administer twice the
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calculated weekly dose.

*Frequent dosing (2 to 7 times per week): Start

HIZENTRA 1 week after the last IGIV or IGSC
infusion. Divide the calculated weekly dose by the

desired number of times per week.

*Adjust the dose based on clinical response and serum

IgG trough levels.
CIDP

eInitiate therapy with HIZENTRA 1 week after the last

IGIV infusion.

*Recommended subcutaneous dose is 0.2 g/kg (1

mL/kg) body weight per week.

- In the clinical study after transitioning from IGIV to
HIZENTRA, a dose of 0.4 g/kg (2 mL/kg) body weight
per week was also safe and effective to prevent CIDP

relapse.

«If CIDP symptoms worsen, on 0.2 g/kg (1 mL/kg)
body weight per week, consider increasing the
HIZENTRA dose from 0.2 g/kg to 0.4 g/kg body

weight per week.

If CIDP symptoms worsen on 0.4 g/kg body weight
per week, consider re-initiating therapy with IGIV,

while discontinuing HIZENTRA.

*Monitor patient’s clinical response and adjust
duration of therapy based on patient need.

Administration (2.3)

*PI: Administer at regular intervals from daily up to

every 2 weeks.
*CIDP: Administer weekly.

eInfusion sites — Up to 8 infusion sites are allowed

simultaneously, with at least 2 inches between sites.

Administration in PI

Infusion ' Infusion Subsequent
Parameters Infusions
Volume (mL/site) <15 <25
Rate (mL/hr/site) <15 <25
*As tolerated
Administration in CIDP
Infusion | I’ Infusion Subsequent
Parameters Infusions
Volume (mL/site) <20 <50
Rate (mL/hr/site) <20 <50
*As tolerated

In replacement therapy the dose may need to be
individualised for each patient dependent on the clinical
response and serum IgG trough levels. The following dose
regimens are given as a guideline.

The dose regimen should achieve a trough IgG level
(measured before the next infusion) of at least g/l or within
the normal reference range for population age. A loading
dose of at least 0.2 to 0.5 g/kg (1.0 to 2.5 ml/kg) body
weight may be required. This may need to be divided over
several days. After steady state IgG levels have been
attained, maintenance doses are administered at repeated
intervals to reach a cumulative monthly dose of the order of
0.4 to 0.8 g/kg (2.0 to 4.0 ml/kg) body weight. Each single
dose may need to be injected at different anatomic sites.

Trough levels should be measured and assessed in
conjunction with the patient’s clinical response. Depending
on the clinical response (e.g. infection rate), adjustment of
the dose and/or the dose interval may be considered in order
to aim for higher trough levels.

Immunomodulatory therapy in CIDP

The therapy with Hizentra is initiated 1 week after the last
IVIg infusion. The recommended subcutaneous dose is 0.2
to 0.4 g/kg body weight per week administered in 1 or 2
sessions over 1 or 2 consecutive days. The initial
subcutaneous dose may be a 1:1 conversion from the
previous IVIG dose (calculated as weekly dose). Example a
1g/kg IVIG dose given every 3 weeks would convert into a
0.33g/kg weekly Hizentra dose. The weekly dose can be
divided into smaller doses and administered by desired
number of times per week. For dosing every two weeks,
double the weekly Hizentra dose.

The dose may need to be adapted to achieve the desired
clinical response. Patient's individual clinical response
should be the primary consideration in dose adjustment. In
case of clinical deterioration the dose may be increased to
the recommended maximum of 0.4g/kg weekly dose.
Hizentra maintenance therapy in CIDP has not been studied
for periods longer than 18 months.

Individualize the duration of any treatment beyond 18
months based upon the patient’s response and demonstrated
need for continued therapy.

Efficacy of Hizentra has been demonstrated over placebo
after switching from intravenous immunoglobulins (IVIG).
Direct comparative data for Hizentra versus IVIG are not
available. Please refer also to section 5.1.

Paediatric population

The posology in children and adolescents (0-18 years) is not
different to that of adults as the posology for each indication
is given by body weight and adjusted to the clinical
outcome in replacement therapy indications.

Hizentra was evaluated in 68 paediatric subjects with PID
aged 2 to <12 years and in 57 adolescents aged 12 to <18
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years. No paediatric-specific dose requirements were
necessary to achieve the desired serum IgG levels. Hizentra
has not been evaluated in clinical studies in paediatric
patients with CIDP who are under the age of 18.

Elderly

As the dose is given by body weight and adjusted to the
clinical outcome of the above mentioned conditions, the
dose in elderly is not considered to be different from that in
subjects 18 to 65 years of age.

In clinical studies Hizentra was evaluated in 13 subjects
with PID >65 years of age and no specific dose adjustments
were necessary to achieve the desired serum IgG levels.

In clinical studies Hizentra was evaluated in 61 subjects
with CIDP >65 years of age and no specific dose
adjustments were necessary to achieve the desired clinical
outcome.

Method of administration
For subcutaneous use only.

Home-treatment

Subcutaneous infusion for home treatment must be initiated
and monitored by a healthcare professional experienced in
the guidance of patients for home treatment. The healthcare
professional must select the appropriate way of infusion
(device-assisted or manual push infusion), based on
patient's individual medical situation and preferences.
Infusion devices appropriate for subcutaneous
administration of immunoglobulins can be used. The patient
or a caregiver must be instructed and trained in the use of
infusion devices, the keeping of treatment diary, recognition
of and measures to be taken in case of severe adverse
reactions.

Hizentra may be infused into sites such as abdomen, thigh,
upper arm, and / or lateral hip.

More than one infusion device can be used simultaneously.
The amount of product infused into a particular site may
vary. In infants and children, infusion site may be changed
every 5-15 ml. In adults doses may be given up to 50
ml/site. There is no limit to the number of infusion sites.
Infusion sites should be at least 5 cm apart.

Infusion rate
Hizentra can be infused using:

« an infusion device, or
* by manual push with a syringe.

The recommended initial infusion rate depends on the
individual patient’s needs.

Device-assisted infusion

The initial infusion rate should not exceed 20 ml/hour/site.
If well-tolerated (see also section 4.4), the infusion rate can
then gradually be increased to 35 ml/hour/site for the
subsequent two infusions. Thereafter, if the patient tolerates
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the initial infusions at the full dose per site and maximum
rate, an increase in the infusion rate of successive infusions
may be considered at the discretion of the patient and based
on the healthcare professionals’ judgement.

Manual push infusion

The recommended initial infusion rate should not exceed
0.5 ml/min/site (30 ml/hour/site).

If well-tolerated (see also section 4.4), the infusion rate can
be increased up to 2.0 ml/min/site(120 ml/hour/site).
Thereafter, if the patient tolerates the initial infusions at the
full dose per site and maximum rate, an increase in the
infusion rate of successive infusions may be considered at
the discretion of the patient and based on the healthcare
professionals’ judgement.

A 24 or larger (i.e. lower gauge number) needle gauge may
be required to allow patients to infuse at higher flow rates.
Using smaller needles (i.e. higher gauge number) may make
it more difficult to manually push Hizentra. Only one
infusion site per syringe can be infused. If administration
with an additional Hizentra syringe is required, a new sterile
injection needle should be used and the infusion site
changed.
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