“TBSF” Human Immunoglobulin for Intravenous Use

Taiwan

NAME OF THE MEDICINE
Human Normal Immunoglobulin solution for intravenous injection.

DESCRIPTION

“TBSF” Human Immunoglobulin for Intravenous Use is prepared in cooperation with the “Self sufficiency”
recommendation set forth by the Taiwan Department of Health, from pooled human plasma obtained from voluntary
donors.

“TBSF” Human Immunoglobulin for Intravenous Use is a sterile, preservative free solution containing 6 g of human
protein and 10 g of maltose in each 100 mL. The solution has a pH of 4.25. Isotonicity is achieved by the
addition of maltose. At least 98% of the protein has the electrophoretic mobility of immunoglobulin G (IgG). At
least 90% of the protein is IgG monomer and dimer. Based on three preclinical and four clinical batches, the
distribution of IgG subclasses present in “TBSF” Human Immunoglobulin for Intravenous Use is, on the average,
61% 1gG, 36% 1gG,, 3% IgG; and 1% 1gG,4. “TBSF” Human Immunoglobulin for Intravenous Use contains only
trace amounts of Immunoglobulin A (IgA) (nominally < 0.025 mg/mL). “TBSF” Human Immunoglobulin for
Intravenous Use is intended for intravenous administration.

“TBSF” Human Immunoglobulin for Intravenous Use is made by chromatographic fractionation of large pools of
human plasma obtained from voluntary donors. The protein has not been chemically or enzymatically modified.
The manufacturing process contains specific steps to reduce the possibility of virus transmission including
pasteurisation (heating at 60°C for 10 hours) and incubation at low pH.

SPECIAL WARNING

This product is made from human plasma. Products made from human plasma may contain infectious agents, such
as viruses and theoretically Creutzfeldt-Jakob Disease (CJD) agents, that can cause disease. The risk that such
products will transmit an infectious agent has been reduced by screening plasma donors for prior exposure to certain
infectious agents and by testing for the presence of certain virus markers. In addition, virus removal and
inactivation procedures are included in the manufacturing process. Despite these measures, such products may still
potentially transmit disease. There is also the possibility that other known or unknown infectious agents may be
present in such products. Hence, if patients are infected after using this product, it must be reported to the medical
practitioner, the distributor or the manufacturer. Please discuss the risks and benefits of this product with your
medical practitioner.

The current procedures applied in the manufacture of this product are effective against enveloped viruses such as
HIV (human immunodeficiency virus), hepatitis B and hepatitis C viruses, and the non-enveloped virus, hepatitis A.
These procedures may be of limited value against the non-enveloped virus, parvovirus B19. However, the product
contains specific antibodies directed against parvovirus B19.

Vaccination for patients in receipt of medicinal products from human plasma should be considered where
appropriate.

The clinical trials for “TBSF” Human Immunoglobulin for Intravenous Use are based on Intragam®P, the
comparable purified human immunoglobulin for intravenous use (IVIG) manufactured by CSL Limited for
distribution in Australia.

PHARMACOLOGY AND PHARMA COKINETICS

The steady-state kinetic parameters for serum IgG were determined in 11 patients (9 male, age 28-76 years) with
primary immunodeficiency disorders, following the administration of monthly intravenous infusions of Intragam®P
for six months. The dose of Intragam®P was individualised in the range 0.35 to 0.53 g/kg. The mean serum IgG
concentration ranged from a trough of 7.4+1.1 g/L to a peak of 15.8+1.7 g/L, the mean clearance was 4.1+0.8 mL/h
and the mean half-life 39.7+7.8 days. Mean recovery, the increase in serum IgG concentration as a percentage of
the expected concentration after an Intragam®P infusion, was 44.0+2.0% (see CLINICAL TRIALS).
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CLINICAL TRIALS

Primary Immune Deficiency

The efficacy of Intragam®P was assessed in 35 patients (age 6-76 years; 21 male) with primary immune deficiency
disorders, following the administration of monthly intravenous infusions of Intragam®P for six months. The dose
of Intragam®P was individualised in the range 0.2 to 0.67 g/kg. The mean number of days of hospitalisation over
the 6 month period was 2.8+9.0 and the mean number of days absent from work or school due to illness, 5.3+6.4.
These figures were similar to historical data relating to other intravenous immunoglobulins.

Idiopathic Thrombocytopenic Purpura (ITP)

The efficacy of Intragam®P was assessed in 17 patients (age 21-72 years; 5 male) with ITP (6 acute, 11 chronic),
following intravenous infusion of Intragam®P once daily for 1-3 consecutive days. The dose of Intragam®P was
individualised up to a maximum total cumulative dose of 2 g/kg bodyweight. Following administration of
Intragam®P, a total of 13 patients (76.5%) achieved platelet count responses which were good (50x10°%/L-150x10°/L)
or excellent (>150 x10°%/L). Platelet counts were maintained at 250 x10°/L for up to 35 days with a median of 17.24
days (95% CI 10.35, 24.12). These figures were similar to historical data relating to other intravenous
immunoglobulins.

Adverse events encountered during both clinical trials are outlined in ADVERSE EFFECTS.

INDICATIONS

“TBSF” Human Immunoglobulin for Intravenous Use is indicated for replacement IgG therapy in:
primary immunodeficiency;
myeloma and chronic lymphocytic leukaemia with severe secondary hypogammaglobulinaemia and recurrent
infections;

. congenital or acquired immune deficiency syndrome with recurrent infections.

“TBSF” Human Immunoglobulin for Intravenous Use is indicated for immunomodulatory therapy in:

. Idiopathic Thrombocytopenic Purpura (ITP), in adults or children at high risk of bleeding or prior to surgery
to correct the platelet count;
allogeneic bone marrow transplantation;
Kawasaki disease.

Comprehensive evidence-based guidelines describing appropriate clinical use of intravenous immunoglobulin in ITP

have been published and should be followed wherever possible to avoid the inappropriate utilisation of this blood
1,2

product .

CONTRAINDICATIONS
“TBSF” Human Immunoglobulin for Intravenous Use is contraindicated in patients who have had a true anaphylactic
reaction to a human immunoglobulin preparation.

PRECAUTIONS

“TBSF” Human Immunoglobulin for Intravenous Use should only be administered intravenously. Other routes of
administration have not been evaluated. It is possible that “TBSF” Human Immunoglobulin for Intravenous Use
may, on rare occasions, cause a precipitous fall in blood pressure and a clinical picture of anaphylaxis. Therefore,
adrenaline and oxygen should be available for the treatment of such an acute reaction.

“TBSF” Human Immunoglobulin for Intravenous Use contains trace amounts of IgA which may provoke
anaphylaxis in patients with IgA antibodies, such as those with selective IgA deficiency.

An aseptic meningitis syndrome (AMS) has been reported to occur infrequently in association with IVIG treatment.
The syndrome usually begins within several hours to two days following IVIG treatment. It is characterised by
symptoms and signs including severe headache, nuchal rigidity, drowsiness, fever, photophobia, painful eye
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movements, and nausea and vomiting. Cerebrospinal fluid (CSF) studies are frequently positive with pleocytosis,
predominantly from the granulocytic series, and elevated protein levels. Patients exhibiting such symptoms and
signs should receive a thorough neurological examination, including CSF studies, to rule out other causes of
meningitis. AMS may occur more frequently in association with high dose (2 g/kg) IVIG treatment.
Discontinuation of IVIG treatment has resulted in remission of AMS within several days without sequelae.

There have been occasional reports of renal dysfunction and acute renal failure in patients receiving IVIG products.
Patients at increased risk are those with pre-existing renal insufficiency, diabetes mellitus, age greater than 65 years,
volume depletion, sepsis and paraproteinaemia, and those taking concomitant nephrotoxic drugs. The majority of
such incidents have been associated with sucrose-containing products. Whilst there is no sucrose in “TBSF”
Human Immunoglobulin for Intravenous Use, the following precautions should be followed: Patients should be
adequately hydrated prior to the initiation of the IVIG infusion and the recommended dose should not be exceeded.
Renal function should be monitored in patients at increased risk of developing acute renal failure. If renal function
deteriorates, discontinuation of IVIG should be considered.

Positive direct antiglobulin tests and red cell haemolysis have been reported following high dose infusion of
intravenous immunoglobulin due to the presence of anti-A, anti-B, and occasionally anti-D or other erythrocyte
antibodies in the product. Such red cell sensitisation may cause crossmatching difficulties and transient haemolytic
anaemia.

Patients of blood group A or AB receiving high dose IVIG (>0.4 g/kg every 4 weeks) especially those with reduced
bone marrow reserve or post haemopoietic stem cell transplantation appear to be more susceptible.

Patients receiving high dose IVIG (>0.4 g/kg every 4 weeks) should have a pre-infusion ABO blood group
determined and have their haemoglobin monitored in the days following therapy for evidence of clinically significant
haemolysis.

Thrombotic events have been reported in association with IVIG therapy. Risk factors include advanced age,
immobility, impaired cardiac output, and conditions associated with increased plasma viscosity, such as
hypertriglyceridaemia and monoclonal gammopathies.

In patients with a normal acid-base compensatory mechanism, the acid load delivered by the largest dose of the
preparation would be neutralised by the buffering capacity of whole blood alone, even if the dose were to be infused
instantaneously. In patients with limited or compromised acid-base compensatory mechanisms including neonates,
consideration should be given to the effect of the additional acid load that the preparation might present.

Prolonged administration (over 6 hours) using large doses (greater than 0.4 g/kg) may result in thrombophlebitis at
the infusion site.

Patients who receive IVIG:

° for the first time,

e when there has been a long interval since the previous infusion or,

. in rare cases, when the human normal immunoglobulin product is switched,

may experience a higher frequency of adverse events, including those of a minor nature.

Reactions to IVIG tend to be related to the infusion rate and are most likely to occur during the first hour of the
infusion. It is recommended that the patient's vital signs and general status are monitored regularly throughout the
infusion.

Mutagenicity, Carcinogenicity and Impairment of Fertility

No mutagenicity, carcinogenicity or reproductive toxicity studies have been conducted with “TBSF” Human
Immunoglobulin for Intravenous Use. There have been no reports of such effects associated with the use of CSL's
plasma derived products.

Use during Pregnancy and Lactation

The safety of this medicinal product for use in human pregnancy and lactation has not been established in controlled
clinical trials. “TBSF” Human Immunoglobulin for Intravenous Use should therefore only be given with caution to
pregnant women and breast feeding mothers. Immunoglobulins are excreted in breast milk. Clinical experience
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with immunoglobulins suggests that no harmful effects on the course of pregnancy, or on the foetus and the neonate
are to be expected.

Interactions with other medicines
The interaction of “TBSF” Human Immunoglobulin for Intravenous Use with other drugs has not been established in
appropriate studies.

Passively acquired antibody can interfere with the response to live, attenuated vaccines. Therefore, administration
of such vaccines, e.g. poliomyelitis or measles, should be deferred until approximately three months after passive
immunisation. By the same token, immunoglobulins should not be administered for at least two weeks after a
vaccine has been given.

Interference with glucose estimations
The maltose present in “TBSF” Human Immunoglobulin for Intravenous Use may interfere with some blood glucose

measurements, resulting in the overestimation of blood glucose results. If this glucose measurement is used to guide
treatment, hypoglycaemia may occur. Only certain glucose tests using glucose dehydrogenase have been implicated,
so when monitoring glucose levels in patients receiving “TBSF” Human Immunoglobulin for Intravenous Use,
information from the manufacturer of the glucose meter and/or test strips, should be reviewed to ensure that maltose
does not interfere with the blood glucose reading.

ADVERSE EFFECTS

Patients naive to immunoglobulin may experience a higher frequency of adverse events, including those of a minor
nature. Reactions to intravenous immunoglobulin tend to be related to the infusion rate and are most likely to occur
during the first hour of the infusion. It is recommended that the patient's vital signs and general status are
monitored regularly throughout the infusion.

Reactions Associated with Intragam®P in Clinical Trials

Primary Immune Deficiency

The following adverse reactions occurred in 35 patients receiving Intragam®P during the clinical trial (expressed as
the number of patients experiencing the adverse reaction): headache (8), migraine (2), anaemia (2), nausea (2),
vertigo (1), neutropenia (1), thrombocytopenia (1) and fatigue (1). The dose of Intragam®P ranged from 0.2 to 0.67 g
per kg bodyweight per month.

Idiopathic Thrombocytopenic Purpura (ITP)

The following adverse reactions occurred in 17 patients receiving Intragam®P during the clinical trial (expressed as
the number of patients experiencing the adverse reaction): headache (10), positive direct Coombs test (5), haemolysis
(4), nausea (3), rigors (3), fever (2), myalgia (1), somnolence (1), abdominal pain (1), vomiting (1), hypertension (1),
flushing (1), haemolytic anaemia (1), leucopenia (1), reticulocytosis (1), lymphopenia (1), allergic reaction (1), hot
flushes (1) and injection site inflammation (1). The dose of Intragam®P ranged from 0.66 to 2 g per kg bodyweight
received via infusion once daily over 1-3 consecutive days.

Reactions Associated with Intragam®P Use Post-Marketing

Haemolytic anaemia associated with the presence of anti-A antibodies has been reported following high dose therapy
(>0.4 g/kg every 4 weeks) with Intragam® P in patients of blood group A or AB particularly in recipients with
reduced bone marrow reserve or post haemopoietic stem cell transplantation.

Reactions Associated with Intravenous Immunoglobulins

The types of reactions that may occur include: malaise, abdominal pain, headache, chest-tightness, facial flushing or
pallor, erythema, hot sensations, dyspnoea or respiratory difficulty, non-urticarial skin rash, cutaneous vasculitis,
pompholyx on hands/palms, itching, tissue swelling, change in blood pressure, nausea or vomiting. Should any of
these reactions develop during infusion of “TBSF” Human Immunoglobulin for Intravenous Use, the infusion should
be temporarily stopped until the patient improves clinically (5 to 10 minutes) and then cautiously recommenced at a
slower rate.

Some patients may develop delayed adverse reactions to intravenous immunoglobulin (IVIG) such as: nausea,
vomiting, chest pain, rigors, dizziness, aching legs or arthralgia. These adverse reactions occur after the infusion
has stopped but usually within 24 hours.
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True hypersensitivity reactions to IVIG such as urticaria, angioedema, bronchospasm or hypotension occur very
rarely. Should an anaphylactic reaction to “TBSF” Human Immunoglobulin for Intravenous Use develop, the
infusion should be stopped and treatment instituted with adrenaline, oxygen, antihistamine and steroids.

Haemolytic anaemia and neutropenia have been reported in rare instances in association with IVIG treatment.

Mild and moderate elevations of serum transaminases (AST, ALT, gamma GT) have been observed in a small
number of patients given IVIG.  Such changes were transient and not associated with the transmission of hepatitis.

An aseptic meningitis syndrome (AMS) and thrombophlebitis have occurred in patients receiving IVIG (see
PRECAUTIONS).

Thrombotic events have been reported in association with IVIG therapy. Rarely, renal dysfunction and acute renal
failure have been reported (see PRECAUTIONS).

DOSAGE AND ADMINISTRATION
This product should be administered by a medical practitioner only.

Dosage

“TBSF” Human Immunoglobulin for Intravenous Use may be infused undiluted. “TBSF” Human Immunoglobulin
for Intravenous Use may also be infused diluted with up to 2 parts of 0.9% saline or 5% glucose. The infusion
should be commenced at the rate of 1 mL per minute. After 15 minutes the rate may be gradually increased to a
maximum of 3 to 4 mL per minute over a further 15 minutes. Consideration should be given to reducing the rate of
infusion in elderly patients and in patients with pre-existing renal disease.

A rate of infusion which is too rapid may cause flushing and changes in heart rate and blood pressure.

Replacement Therapy

The optimal dose and frequency of administration of “TBSF” Human Immunoglobulin for Intravenous Use must be
determined for each patient. Freedom from recurrent bacterial infections is usually achieved with a serum IgG level
above 5 g per litre. Most patients receive a dose of 0.2 to 0.6 g IgG per kilogram body weight per month, either as a
single dose or as two equal doses at fortnightly intervals. Following initial diagnosis, higher doses (0.4 to 0.6 g IgG
per kilogram body weight per month) may be required for several months to provide rapid protection against
recurrent infections. Adjustment of both dose and infusion interval is empirical and should be based on the
patient’s clinical state and the pre-infusion IgG level.

Immunomodulatory Therapy
Idiopathic Thrombocytopenic Purpura (ITP)

The optimal dose and frequency of administration of “TBSF” Human Immunoglobulin for Intravenous Use must be
determined for each patient. Patients may receive a dose of up to a maximum total cumulative dose of 2 g IgG per
kilogram body weight, over two to five days. Adjustment of both dose and infusion interval is empirical and should
be based on the patient’s clinical state.

Kawasaki disease

The optimal dose and frequency of administration of “TBSF” Human Immunoglobulin for Intravenous Use must be
determined for each patient. Patients should receive 1.6-2.0 g IgG per kilogram body weight, administered in
divided doses over two to five days or 2 g IgG per kilogram body weight as a single dose. Patients should receive
concomitant treatment with acetylsalicylic acid.

Allogeneic bone marrow transplantation

Treatment with “TBSF” Human Immunoglobulin for Intravenous Use may be used as part of the conditioning
regime and after the transplant. The optimal dose and frequency of administration of “TBSF’ Human
Immunoglobulin for Intravenous Use should be individualised. A starting dose of 0.5 g IgG per kilogram body
weight per week is recommended.
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Administration

If the product appears to be turbid by transmitted light or contains any sediment, it must not be used, and the bottle
should be returned unopened to the Distributor listed on the label. “TBSF’ HUMAN IMMUNOGLOBULIN FOR
INTRAVENOUS USE CONTAINS NO ANTIMICROBIAL AGENT. It must, therefore, be used immediately
after opening the bottle; any unused portion should be discarded. Do not use if the solution has been frozen.

“TBSF” Human Immunoglobulin for Intravenous Use should be administered separately from other intravenous
fluids or medications the patient might be receiving.

“TBSF” Human Immunoglobulin for Intravenous Use may be administered through any standard 1.V. infusion
giving set. The following procedure is recommended:

Allow the preparation to reach room temperature before use.
Remove the plastic cover from the seal.
Apply a suitable antiseptic to the exposed part of the rubber stopper and allow to dry.

b=

Stand the bottle upright and insert the air vent needle vertically in one of the indentations of the stopper. It is
preferable to use a long airway needle fitted with a filter. If not available, a short needle attached to a
non-wettable filter may be used.

5. Clamp the tubing of the giving set and insert the needle at the upper end of the giving set vertically through
another indentation of the stopper. Should the stopper become dislodged, do not use this bottle and discard the
solution appropriately.

6. Invert the bottle and attach the hanger to a support approximately one metre above the patient.

7.  Allow the tubing to fill by adjusting the clamp. Attach the giving set to the venous access device (cannula)
and adjust the rate of flow.

8. When the bottle is empty, clamp the tubing and transfer the needle at the upper end of the giving set to a further
bottle of “TBSF’ Human Immunoglobulin for Intravenous Use.

9.  Should leakage become evident during administration, cease the infusion and discard the solution appropriately.
Recommence the infusion with a new bottle and giving set.

OVERDOSAGE
Overdosage may lead to fluid overload and hyperviscosity, particularly in the elderly and in patients with renal
impairment.

PRESENTATION AND STORAGE CONDITIONS
This product is available in 50 and 200 mL vials containing 3 and 12 g of IgG and 5 and 20 g of maltose
respectively.

Store at 2°C to 8°C (Refrigerate. Do not freeze). Protect from light.
Do not use after the expiry date.

REFERENCES

1. George, JN et al: Idiopathic Thrombocytopenic Purpura: A Practice Guideline Developed by Explicit Methods
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“TBSF” Human IVIG_TW_PI_5.01 Page 6 of 15



NAME AND ADDRESS OF THE DISTRIBUTOR
Taiwan Blood Services Foundation
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Taipei 100

Taiwan, R.O.C.
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R XL ¥R (crossmatching) &9 E #EE > RS R G FMH A LM B b

A A AB A B g A% & B E IVIG 76 B (B w AR 0.4g/kg) - 4 5 = AR 48 FEAK
FRERE BB ER > BEHHRE -

o A% 5B F IVIG 45 (Bw il AW 0.4g/ke) » EI%TAR LS E 8y ABO Al o
Bk LB E HBRARE GBI REE i & o
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AR AR 6 FAF AR IR E A IVIG 6% A M - B B & a4 5k S SRRIEL E
5 4
}L

ek
BE o EREOERE > wH B b e E R R el Bk EE

HABBRTFERAG A ETYRA EhbP@E N Pl KB & ROEEME
éﬁ’@ﬁ)WEEMWk%%%i%ik 4o R A6 Bk T AT B AR R R RE
OIENAETAN  BHHEB TSR AIELBMUEE -

BB E (KA 0.4 g/kg) » REFRIGEEOG NEFRA E)E  TTAE @ /RSP R 7] A iz b33
Bk % (thrombophlebitis) °

RAEEIVIG A TR HETRReABRSELGERGIES AR R H b B
o
o F—R¥E

o B —REEA —BEFH
s BMERGY A LI IVIG £ &b

IVIGHRERE GBI ERFEAM > BRLZEAERTNE B/ - ERAH LG
PR R ME R AR A I R — AR KRR

Bk RRFMARELARS

“E WA S REAR LR EGRIES B ABORE > KR FERE AR GE
fegtt BRAMMAAT - CSL i RVBRXTHET @OBE > HRABH
R AR

R A IR ey A

WMEMFIIMEER R RSO 2N BRAAEMOBRAR - Bt $HRPHEF
ke BB S RAE BRI EGFIES B BN o RREE G N
BlEIAEE - LRMOEBRIRER > £RREAFRTHRPBE - BB > KA LR

mE -

BACEYAOHXEER
‘BB B ZR AR AR TOFEHABEECEMO I ZERER » B2 A 48 H
HFRIRE o

BIMANMBIFOIE EH LRI §THEARYEHRAFREHRIE - Bk #
RS Flhoo N AR R RAE S LA L ES Y =AA BT B EIE
WeATR WA b BEVERBERAL  FREMERA SRR ES -

ﬁﬁﬁ%#%%&%h
“B i m S E:”J\ieééaffkﬁé %a«i%a‘@lﬁéﬁkiﬁn‘%’fﬁ%@%%m#’%ﬁ’%?*J/Jrféé’)«?]
= %ﬁmﬁm¢%%% o BAo b B HAER E A RN 5% KA ABE T A&

Book - AR )8 SO e R A S B AL
AR TR A ARIRIE A A B 85 B 9 IR B 8 08 R A e
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BIH LG EMN > UEDRFAER G TR0 b 5 DB FHE -

FREE

KR BRAKEOOBATEGERSALSMERGQIAE » AT LR EBREH
B o ABIFIRE S R G 8 RE Kyﬁ&%%kﬁﬁ% i LA A e 7 4
e E— BN o AR A R BE Ao — AR 0 A8 489 M6 SR B e S BE 4

EE AR 3B P L “Intragam®P” & M 69 R &

RS % 7% &4 J& (Primary Immune Deficiency)

BRI E P4 35 B2 “Intragam®P” a5 A & LB E B AT 69K R EA (3%

N FAHBEAEZRRSMERRAAR) 38R 8~ m3EAH (migraine) (2) ~ &

(2) s eBas (2) s BXE (vertigo) (1) ~ "2 P & 3k RV JE (neutropenia) (1) ~ fo )N 4R B 2D
J& (thrombocytopenia) (1) ~ JE Z 468 (1) - o A5 A AR Rk K& G FIEL E -

ﬁ"?"J 07 0.2-0.67 g/lkg #2 & -

B fn o REES M saE [Idiopathic Thrombocytopenic Purpura (ITP)])
FEERARE T 0 £ 17 EH L Intragam®P” &y 5 A & LB 2| AT 69K R &I4F A (35
INNBFAEBEEZARSFAGRAAE) R (10) ~ B8 H48 K35 (Direct
Coombs’ test) Mgt (5) ~ 4 (haemolysis) (4) ~ #&.& (3) ~ 28 (rigors) (3) ~ )k (2) ~
BLE (myalgia) (1)~ "2 8E (somnolence) (1)~ B&E (1) "Bk (1) 0B (1)~ #4 (1)~
Atk & (haemolytic anaemia) (1) ~ & s 3K & 2> (leukopenia) (1) ~ 484Kk 4m R 3% %
(reticulocytosis) (1) ~ #eEskik 2y (lymphopenia) (1) ~ @B R E (1)~ ##A4 (1)~ U A
EHRE R (D mAMARERIRE GFIES B > FIKES B Z N7 0.66-2 g/kg
BE > BR—KR > BEHEIH 13 R

W44 A i Intragam®P & ey R &

A B 3 AB A o T 8% AR % % A F Intragam®P 3% %44 (419 38 AR 0.4g/kg) - AR
# 5 anti-A $UB A B 6058 fa bk B e 45 B0 R AR IS B BB Rk o B e RS A A ¢

RFRIESN Z K EEH N RE

TR A WIREFAA 6035 © F B8 ~ JRJR ~ A% ~ FARY (chest tightness) ~ A 3f 4
KB e B a > st~ B (hot sensations) ~ "% [ ## (dyspnoea or respiratory
difficulty) ~ JE # it & J§ 7% (non-urticarial skin rash) ~ & FIkE £ ~ F L/ E TR - 5
B~ HEREKR - o BB~ BOR Bt c wRAEFIRES BB BB E AR LRK
&G RIES B A E SRR 0 LAY IFEMEE 0 AR ABKRRKIAKE
2] 10 94%) > REFBNOHIAEE —BE 8 R B IRIEEST -

LR AHRIRES ERKEa (VIG) 2 A6 aFRRETREGHLEL LG
% Bldo o Bes ~ Bek ~ MR~ RIA > REZ - BRR R E R *géwﬁfﬁé% A g E
SHE RO 2B A 24 NIEZR ¢

¥ IVIG # 4 B & 6B 80RE » ko £ R (urticaria) ~ % M 7K AE (angioedema) ~ %
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F.8 &% (bronchospasm) ~ RAKAE > B VA - w R "B @B EE AR EZEK
FOBREILH AL BBRIE > THHFERZIFLE TEHBRARAET LR E
(adrenaline) ~ LR, ~ HLéa 8k A Fo FA Bl B 6 % o

BERIE VB A > BAA — sl IVIG 4% A M ey Emtt B & (haemolytic anaemia) » LA
BE G a IR V& (neutropenia) 4 B9 %E o

V#EBES IVIG BB m A BAhEX A A ®FHEE (ransaminases ¢ AST, ALT,
gamma-GT) $&4 3] P B EER SH L TG L gap ey - ™ LA X R 3

A=
.

#2 IVIG BB RAET T YAHMEEA EAMLKE X [aseptic meningitis syndrome
(AMS)] #o##Bk £ (thrombophlebitis) G54 R, " 44z %38 | =) -

AT R 8 F 4 AR G A0 IVIG 6% A B - RS D34 - (22 8 AREE - B
AEEst AN EFREBNELE G2 THAREE, FH) -

BEEA %

F2EmaBHEA

#E

Bl BB B RARRIRIRE GFIRES BT AREHERITT > AT URAREES 0.9%
AERBARR 5% HABAKHELBES EHRERZ US4 ImL B> 3F54 15
SAELA L > SRR ESTIRE T A 0 AP 15 p a4 % ERSES4E 3-4ml o B E FEK
= R ARR FHOR AR AR EERE -

KRB ES R E G R RIH 4 ~ SBkfo ot R & 2LHE o

#8774 % (Replacement therapy)

B o BB B RN BRI E G R IRE S B 6 R 8 B e 44 B3R R LB RE B/ AT
oo mF P IgG RERIFA Sg/L A b BEHAH B LA ERGEARE - KIETH
NGB R EHEENT 02-06gIgG/kg B2 E - T LB — B F34 &7 L5 R F|
MBS o B THEAEER LR AFIRBERGRELR B ALBM P LET 2 1% >
THEES BT (BMEA 04-06g1gG/kg B8 E) HELBEMEA - £ A B FH e
AR GPEE > BRERAT > M B BARR AMEBERKA L ESAT 1gG REME -

% 7% 3A & B 7k (Immunomodulatory therapy)

JRHENE o) g a2 EorE g [Idiopathic Thrombocytopenic Purpura (ITP)]

‘Bl BB ERABRERREGFIKRES B RER A0 BIE R LBARMBA K AT
o mALE 2 B 5 RXINBLHRGAMBETE 221gG/kg BE - AR ELE
BRI ERAE > T B L BRR AN ERRR LM T o
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N4z K g (Kawasaki disease)

“Bl o B B REARE BRI E GRS B 09 KB E E A0 40 B IE R L ARAB B R/ AT
Ko mATIL 2 8] 5 RA#ER 1.6-20g1gG/kg BENEIE » nRIEL » RIAE —RFE|
7 2.0g1gG /kg B EH4h o i/ AL B B B A LA T B K AG BR 76

E 5 g #5548 (Allogeneic bone marrow transplantation)

T CE o B RN %R IRE G IKE S B S EBE &L (conditioning regime)
B —3py o LT RN BAE XL - “BHa B S RARR IR K E G FFIKIE S E] 69 5 E A
EAL BRI RLBRBR R AT T - ERORBHEAFTHE 05g1gG/kg B E -

R

W RBERARE A RBRERGH LB > MNHER > LMK EHRHRHRDLBE L
BreRER - “BafB 3R ARLAREGHBRESB AR SETRMEHR - Bt
IR F XA LBIBER BT RA T LB LBEE  VINER Y REAREN
@&

“ER o R SRR R IR B IR S B AR B RO L CHFIRES R &S
R -

‘B H B B ECABRERKEGFIES BT RO E ) —RFIREH BB B R

BERUTORS -

HERESOABERABMER -

BRBEBIHE -

R ELASOBR R EMCGREN5 > B E -

BB A KBRS R ES—EURR > EAB/ASRS  REFL—EMEA

kf %Fﬂ K%’@Tuﬁﬁ”mW%xéﬁf%%ﬂﬂ

5. RREHE > UMANERETLIRNHE > THBALHAEEAENS —BEUR o 4o
REERERBURKEGEL  FFLERZEEE > BN EZRBHER

6. FIHIFHMA LT h e BEEAEHBEHEL ALYINBA—LARHZE -

7. EERF BT LRER c BHAIHE Rk 0 EZ4EEE (cannula) 0 3
Ol Rk o

8. FELMMME TG » RAEBRBE  BERTLILEBIE — R “Ha® R
BRUABRBRIRE GFIRELE -

0. LBFE P > WwREAREBELR BLEFREPNSEEZRPER - FRL—EHaHE
FRYLIT OB EMER o

B =

BEEA
1% A i 2 7T A 1% AR B k3B % (fluid overload) #v &%k sk (hyperviscosity) > £ 3 & 42 £ F
Ao B A B RRIE R 89k A

BER KX
KESLHERERNELE 50 Fo 200mL 258 > B 54K 3g v 12g 89 1gG EH%
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G SR Sgfo 20g A EAE o

B
JEAEAES 2°C~8°C =[] (A MHAR) - FHAHLE  BAXBMUHEMELRA -

STRK
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