Package | nsert

| mmuune Serum G obul in (Human)

DESCRI PTI ON:

| mmune Serum d obulin (Human) [ISG is a sterile solution of
i mmunogl obul in, primarily inmmunoglobulin G (1gG, containing 16.5 +1.5%
protein. It is prepared by cold al cohol fractionation of pooled plasna.
Al plasma units have been tested and found non-reactive for hepatitis
B surface antigen (HBsAg). |1SG contains the mercurial preservative,
sodi um et hyl mercurithiosalicylate (thinmerosal), at a concentration of
100 ng per liter and * Mglycine. The pH of the solution has been adjusted
to 6.8 £+ 0.4 with *.

CLI NI CAL PHARMACOLOGY/ BI OLOGI CAL ACTI VI TY:

Peak Dbl ood | evels of imunogl obulin G are obtained approxi mately
2 days after intranuscular injection of 1SG (1). The half-life of 1gG

in the circulation of individuals with normal 1gGlevels is 23 days (2).

Passive immuni zation with |ISG nodifies hepatitis A, prevents or
nodi fi es neasl es, and provides replacenent therapy in persons with hypo-
or agammagl obulinema. 1SGis not standardized with respect to anti body
titers against hepatitis B surface antigen (HBsAg) and shoul d be used for
prophyl axis of viral hepatitis type B (HBV) only when Hepatitis B | mmune

G obulin is not available (3).

* The manufacturer should fill in and nodify so that this paragraph

is an accurate description of the product.
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| SG may be of benefit in wonmen who have been exposed to rubella in
the first trimester of pregnancy and who woul d not consider a therapeutic
abortion (4). 1SG may al so be used in i munosuppressed patients for
passi ve imruni zati on against varicella if Zoster Inmmune G obulin is not

avail able (4).

I SGis not indicated for routine prophylaxis or treatnment of rubell a,
poliomyelitis, or nmunps. It is not indicated for allergy or asthma in

pati ents who have normal |evels of inmmunoglobulin (4).

| NDI CATI ONS AND DOSE:

Hepatitis A

The prophylactic value of 1SG is greatest when given before or
soon after exposure to hepatitis A. [1SGis not indicated in persons
with clinical manifestations of hepatitis A or in those exposed nore
than 2 weeks previously. 1SGin a dose of 0.01 m/Ib (0.02 m/kg)

i s reconmmended for household and institutional hepatitis A case contacts.

The follow ng doses of |1SG are recommended for persons who plan to

travel in areas where hepatitis Ais comon (3):

Length of Stay Dose Vol une

Less than 3 nonths 0.02 m/kg

3 nonths or | onger 0.05 m/kg (repeat every 4-6 nonths)
Hepatitis B

Hepatitis B I mmune d obulin (Human) [HBIG is indicated for post-
exposure prophylaxis follow ng accidental needl e-sticks or oral ingestion

of HBsAg positive material. |If this is unavailable, then |ISG at a dose of



0.06 m /kg should be adm nistered as soon after exposure as possi bl e of

(preferably within 7 days) and repeated 25-30 days |ater.

Measl es (Rubeol a)

| SG should be given in a dose of 0.1 m/Ib (0.2 m/kg) to prevent
or nodify neasles in a susceptible person exposed | ess than 6 days
previously (5). (A susceptible person is one who has not been vacci nated
and has not had neasles previously). |SG nmay be especially indicated for
suscepti bl e househol d contacts of neasles patients, particularly contacts
under one year of age, for whomthe risk of conplications is highest (5).

| SG and neasl es vaccine should not be given at the sanme tine (5). If a

child is older than 9 nonths and has receive |ISG he should be given
neasl es vacci ne about 3 nonths later, when the neasles antibody titer wll
have di sappear ed.

| f a susceptible child exposed to neasles has | eukem a, |ynphom or
| oss of cell-nmediated inmmunity, or is undergoing chronic inmunosuppression,
20 to 30 mM of ISG should be given immediately. Children who are
i mmunosuppressed or have an inmune deficiency di sease should not receive

nmeasl es vacci ne or any other |ive viral vaccine.

| mmunogl obul in Deficiency

In patients with i munogl obulin deficiencies, |SG may prevent
serious infection if circulating 1gG |evels of ~200 ng/ 100 m plasm
are mai nt ai ned. However, |1SG may not prevent chronic infections
of the external secretory tissues such as the respiratory and
gastrointestinal tract. The recommended dosage is 0.66 m/kg

(at least 100 ng/kg) given every 3 to 4 weeks (4). A double



dose is given at onset of therapy: sonme patients may require
nore frequent injections.

Prophyl actic therapy, especially against infections due to
encapsul ated bacteria, is effective in Bruton-type, sex-Ilinked
congeni tal aganmmagl obul i nem a, aganmagl obul i nem a associated with

t hynoma and acqui red aganmagl obul i nem a.

Varicella

Passi ve i mmuni zati on against varicella in i nmunosuppressed patients
is best acconplished by use of Zoster Imune dobulin (ZIG. If ZIGis
unavail able, 1SG at a dose of 0.6 to % m/kg, pronmptly given, may al so

nodi fy varicella (4).

Rubel | a

The routine use of |SG for prophylaxis of rubella in early pregnancy
i s of dubious value and cannot be justified (4). Sone studies suggest
that the use of 1SG in exposed, susceptible wonen can | essen the
i kel'i hood of infection and fetal damage; therefore 20 m of |1SG may

benefit those women who will not consider a therapeutic abortion (4).

CONTRATI NDI CATI ONS:

| SG shoul d not be given to persons with isolated i munogl obulin A
(1gA) deficiency. Such persons have the potential for devel opi ng
anti bodies to I gA and coul d have anaphyl actic reactions to subsequent
adm ni stration of blood products that contain IgA (6).

| G should not be adm nistered to patients who have severe
t hr ombocyt openi a or any coagul ati on di sorder that would contraindicate

| nt ranuscul ar injections.



| SG shoul d be given with caution to patients with a history of
prior systemc allergic reactions followi ng the adm nistration of human

i mmunogl obul i n preparations (6)

PRECAUTI ONS:

| SG shoul d not be adm nistered intravenously because of the potential
for serious reactions. Injections should be nmade intranuscularly, and care
shoul d be taken to draw back on the plunger of the syringe before infection
in order to be certain that the needle is not a blood vessel.

Al t hough system c reactions to intranmuscularly adm nistered
i mmunogl obul in preparations are rare, epinephrine should be available for

treatment of acute allergic synptons.

CLI NI CAL AND LABORATORY TESTS:

None required.

CLI NI CALLY SI GNI FI CANT PRODUCT | NTERACTI ONS:

Anti bodies in the globulin preparation may interfere with the
response to live viral vaccines such as neasles, nmunps, and rubella.
Therefore, use of such vaccines should be deferred until approximtely
three nonths after |1SG adm ni stration.

No interactions with other products are known.

PREGNANCY:

Pregnancy is not a contraindication to the adm nistration of |SG

ADVERSE REACTI ONS:
Local pain and tenderness at the injection site, urticaria, and

angi oedema may occur. Anaphylactic reactions, although rare,



have been reported followi ng the infection of human i mmune gl obulin
preparations (6). Anaphylaxis is nore likely to occur if 1SGis given

i ntravenously; therefore |1SG nust be adm nistered only intramuscul arly.

ADM NI STRATI ON

| SG is adm nistered intramuscul arly (see PRECAUTI ONS), preferably
in the gluteal region. Doses over 10 ml should be divided and injected

into several nuscle sites to reduce |ocal pain and disconfort.

Dosage is descri be above under | NDI CATI ONS AND DOSE

CAUTI ON:

Federal (U.S.A ) law prohibits dispensing w thout prescription.

STORAGE:

Store at 2 to 8 °C. Do not freeze. Do not use after expiration

dat e.

HOW SUPPLI ED:

ISGis supplied in *, * and * m vials.
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