IMMUNORHO 200 meg Powder and solvent for solution for injection
for intramuscular use

IMMUNORHO 300 meg Powder and solvent for solution for injection
for intramuscular use

J06BB01 Human Anti Rho (D) immunoglobulin
virus inactivated by solvent/detergent method

QUALITATIVE AND QUANTITATIVE COMPOSITION

Active ingredient

1 mi of solution obtained from ihe recansiitution of the Iyophifis=d product wifh the vial of solvent included in the

ackage, containg:

uman Protein not more than 180 mg

mong which human immunoglobulins notlessthen 80% &

with anticodies against erythrocytes Rho (D) correspending to meg 100 - 150

{carresponding 1o 500 - 750 |.U.) according to the presentation.

List of excipients

Glycing, Sodium chloride.

Vial of soivent: water-for injections.

PHARMACEUTICAL FORM

Eowd__e{sa&d p{sglc\lreﬁl for solution for %Eiu oy ool 6 66)
hilised p uclmn!amg‘ immu ins mainly immu ns s

mmmmz 1000 1.U.), . o

Vial of 2 ml 300 meg (1500 LU.).

PHARMACOTHERAPEUTICAL CATEGORY

Human anti Rho (D) immunaglobufin,

HOLDER OF THE MARKETING AUTHORISATION

Kedrion S.p.A. - Loc. Ai Conti, 55020 Castelvecchic Pascoli, Barga (Lucca), lialy.

PRODUCED BY:

Hardis Sp.A - S.5. 7 bis Km 19,5, S. Anfimo (Naples), Italy.

Prodtiction of solvent vial also:

Fisiopharma S.r.l, Nucleo industriale, 84020 Palomonte (Salemo), Ifaly. .

The chemical quality controls on the finished product are performed by Hardis Sp.A. - 8.8 7 bis Km 19,5, S.

Antimo (Naples), Italy and Kedrion S.p.A. - 55027 Bolognana, Gallicano (Lucca), Italy.

THERAPEUTIC INDICATIONS

Prophylaxis of anti-D (Rho) immunisation in Rh-negative (Rho, d) and in DU-positive women.

The sensitizalion oceurs particularly after childbirth, but may also occur during the course of the pregnancy.

Besides, amniocentesis, external cephalic version, abdominal trauma, ante-partum haemorrhage, ectopic

pregnancy. or chorionic, vill sampling as well as miscarriage and abartion constitute poteptially sg,",ﬁl_l__t_q.i;;pﬁ
isodes. Prophylaxis of anti-D {Rho) immunization in negative Rho (D) persons after incompaiible transiusion

Rh-positive blood (D) or with erytirecytes concenirates.

CONTRAINDICATIONS :

Infolerance to blood or blood derivatives due to hypersensitivity to homologous immunoglobufins.

Allergic rasponse related to any of the componens.

SPECIAL PRECAUTIONS FOR USE
Not to be administered intravenously (risk of shock).
Injections must be Intramuscular and care should be taken to draw back the plunger of the syringe before
SR i s Rindn ) maegetuln v b He eadibal o

uea responses 10 fuman anti D immu v given in the prescribed inframuscular manner ars rare,
In the i’c:gcor sfock, treatment should follow the guidelines of shock tharapy. Intolerance to immunoglabulins is
likely to develop in the very rare cases of |gA deficiency when the patient has antibodies against IgA.
Patients should be observed for at least 20 minutes after administration, 2]
Suspicion of allergic or anaphylactic type reactions requires immediate discontinuation of the injection.
SPECIAL WARNINGS

Pregnancy and lactation
This medicinal product is used during pregnancy. No harmiul effects are known with respect fo the course: of
pragnancy, ihe foetus and the neonate {category A),

Effects on the ability to drive and use machines ; : )
There are no indications that anfi D immunoglabulin may mpair the ability to drive and use machines.

TO BE KEPT OUT OF THE REACH OF CHILDREN
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INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION
Live attenuated Virus Vaceines
immunoglobulin administration may impair for a period nfatleaslﬁueekw\d wbawmmeeﬁmofm
anemamd Vs vacones such as measles, ruoefa, mumps and varicela

Interlarence with safelggncal tasting b
Alter injection of immunaglobulin, mmmuqmdnnmmaymmm ﬂ'repwaﬂ’s
bicod may resull in serological testing.
Results of bload typing and antibody Ies!ing Includmg tha Coombs or nnil-ﬁubtﬂh test, are samﬂcamry sHected
by the administration of 2nt-D (Rno) immuneglobulin;

incompatbiities _
IMMUNORHO shouid ot be mixed with other medicinal products.

POSOLOGY.
In connection with pregnancy, chilabirth and gynascological intervenfions:

Post-partum
1000 - 1500 1.U. (200 - 300 meg) are recommended as the optimum standard dose without previous testing for
‘|-1|E'r AT

infirabon of HOF ceds {Kienauer-Baine test).
——— The Injection should bagvan to the mother as soon as p
o

——— prophylais earlier. A furiher dose of 1000 - 1500 LU mcg)mugmmnhmnul

——— defiveryif the newbom is Rh D

o\ﬂemtanuuﬁmdpregrmmnenm :

- before the 12% week of pregnancy: 800 - Jsoiu iEDintSOmgIHthwmhﬂhomdmm

- giter the 12= week of pregnancy: 1250 - 15mll1[25020300 within 72 hours of the event;
- alter amniocentesis or chorion biopsy. 1250 - 15001.&(250 mmﬁwmmmrzmmm

intervention,
a transfusion of Rh-incompatibie blood:

administer 500 L.U. mt?ﬁﬁlUUBUteﬁOumjpaiGﬂolmmwademm

METHOD OF ADMINISTRATION

Only by infremuscular use.

fnmseuﬂdmﬁngdsordmmre injections are mmmummnmwnm
sm.meoustgmtarmfecﬂon. careful manual presstre mthacampraassr:ou!d applied

onmeml!hrge mi) are required, itis to administer them in small doses lo be

injected in various sites.

Instructions for use

Drzw the content of the vial of solvent inlo an Injection mmmmm

slopper
mmvammwmwm soient ino the vial; gently shake the vial of soluion and
draw the solution wih the syringe; change the needie and inject,
MWMMnmhﬂﬂm
Dnrummﬁﬁimm have deposits.
\. e I Wmmmmmmmnmmmmmm

Asritim - kalicmi

Comeqmofmdosearemt!um.

UNGESIRABLE EFFECTS

Local pain and tendemess may occur at the injection site:; this can be pravented by dividing larger doses over
several injection sites. Fever, cutaneous reactions and chils ocour occasionally, Nausea, vomifing, hypotension,
tachycardra, allergic or anaphylactic reactions, icluding shock, are rare.
anmpmmnmmmtmmmmmmmmmumm
mmmmmmmmmmwmwmﬁmm

To reduce the risk of | !ransimfssfoﬁ of?nfdcﬂw ngaﬁ‘ltﬁ“ dorors ar ;

plasma used for the production of this hemoderivative has been controfied and ﬁ:r HBsAg,
HiViab, szmncmaummmwuumwmmmmwmmu
the presence of HCV-ANA through a genan mﬂﬁcaﬂon technique and tha resull was non reactive. The
production process includes pmoadues the removal ‘and Inactivation of viruses. The product s vinus
maciivated by solvent/detergent method (TNBP/sodium cholats).

Any side effects that have not been described must be communicated to your physician or pharmacist.

Shetf ke and stabity

IMMUNORHO in mmmmmMnmmmmmsnmmmwdm
- reparted on he fabel.

WARNING: do not use the product afier the expiry date reported on the fabel,
Special prepaufions for storage

Store at a temperattire not higher than 25°C, protect from

Do not freeze. e w

DATE OF APPROVAL OF THE PACKAGE INSERT: September 2002,

——— Ante-partum and post-partum
_WGO 1500 1.U, {200 - mmugmun the28ﬂlwsektzoégrs%m nancy; In some cases, it Is justified to Initiate’

—_—
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