IRON SUCROSE
FERRISCRIPT

100 mg/5 mL Solution for Injection (1.V.)
(Single-Dose Only)

~Anemias notattributable to ron deficiency.

Y , eczema or other

reactions.
<Pregnancy firsttimester.
WARNINGS: ]

Parenterally administered Iron preparations can cause allergic or reactions, loss of
collapse and hypotension, which may be potentially fatal. Therefore, treatment for serious allergic reactions and facilities

Anti-anemia In patients with liver dysfunction, Sammeral Iron should only be administered after carctul risk/benefit assessment,
FORMULATION: factor, in particular Porphyria Cutanea Tarda (PCT). Careful monitoring of iron status Is recommended to avoid iron
Each5 mL contains: overload.
Ferric hydroxide in complex with sucrose
equivalentt 100mg PRECAUTIONS:
GENERAL: m

PRODUCT DESCRIPTIDN Because budylmn excreﬁon Is limited and excess L'ssue iron can be hazgrduus. ca_utlnn should DeAexe_rclsed to withhold

i

forTnjection filedina 5 mL amber coloured glass ampoule containing Ferric Hydroxide in complex with Sucrose as its
active ingredient. Its chemlcal name is (2R,3R, 45 58, R) -2-[(285,38,45,5R)-3,4-dihydroxy-2,5-

” triol;iron(3+);0xygen(2-). It has a molecular weight
0134,000t060,000 daltnns andits molecularformulals Na,Fe, o (IJH) 3(H,0)]n'm(C,Hy,0,,). The structural formulais:
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THERAPEUTIC CLASSIFICATION:

Anti-anemia.

PHARMACODYNAMIC PROPERTIES:
Following Intravenous administration of Iron Sucrase Injection, iron sucrose is dissoctated by the reticuloendathelizl

and anti-anemia parameters (nemnulumn hamalocm serum (emnn ang transtemn samranon) Iron Lhempy should be

y y Vdosing.

Hypotensive episodes may occur it the injection is administered too rapidly. Allergic reactions, sometimes involving
arthralgia,

Paravenous leakage must be avoided because leakage of Iron sucrose Injection at the injection site may lead to pain,

INTERACTION WITH OTHER MEDICAMENTS:
As with a!l pzrenleral iron prepalzlmns Iran sucrose Injection should nm be administered concomitantly with oral iron
Therefore,

the lastinjection of Iron sucrose Injection.

PHEGNANCYAND LACTATION:

systeminto iran and sucrose. In

. threetimes weekly for three weeks, significantincreases in serum iron
and serum ferritin and significant decreases in total iron binding capacity occurred four weeks from the initiation of iron
sucrosetreatment.

PHARMACOKINETIC PROPERTIES:
Following intravenous injection of a single dose of Iron sucrose Injection containing 100 mg iron in healthy volunteers,
maximum iron levels, averaging 538 umoV/L, were obtained 10 minules after injection. The volume of distribution of the

Tne iron injected was rapidly c!eared lmm the plasma the terminal half-ife being appmxnmalely 6 h. The volume of
di . Dus tothe fower stabily of

or on the health of the fetus/newborn child. No well-controlled studies in pregnant women are available to date. Animal
studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/fetal development,
parturition or postnatal development.

Nevertheless, risk/benefit evaluationis required.

Iron sucrose Injection should only be used in pregnant women in whom oral iron is ineffective or cannot be tolerated and

fetusatrisk.
‘Non-metabolized Iron'sucrose Injection s unikely to pass into the mother's milk. No well-controlled clinical studies are

ADVERSE DRUG REACTIONS:

transport of approximately 31 mg|mn/24 h.

5 = - e i
perversion, hypotension, fever and shivering, injection site reactions and nausea, occurring in 0.5 to 1.5% of the patients.
i Sdakel

Renal elimination of iron, occurring in the first 4 h aner ln]eclmn

After 24 hthe iron were
excreted.

Tevel and about 75% of the dosage of sucrose was

INDICATIONS:
Indicated in the treatmént of iron deficiency anemia in patients undergoing chronic hemodialysis who are receiving
supplemental erythropoietin therapy.

DOSAGE AND ADMINISTRATION:

Adults and the Elderly:

‘The total cumulative dose of Iron sucrose Injection, equivalent to the total Iran deficit (mg), is determiined by the
hemoglobin level and body weight. The dose for Iron sucrose Injection must be individually determined for each patient

= body weight Hb
depotiron [mg]
ight: targetHo = 130 gL iron= g
-targetHb = 150 g/L
'Fac(or 0. 24 0 0034 x0.07 x 1000 (Iron content of hemoglobin = 0. 34% Bloud volume = 7% of body weight; Factor
1000 = conversionfromgtomg)

IHb) [ x0.24" +

- Below

Nervous system disorders
Common (> 1/100, < 1/10): transient
(> 1/1000, < 1/100): ; dizine
Rare (> 1/10000, < 1/1000): paragsthesia.
Cardiovascular disorders
1/1000, < 1/100)

Ur (>1/1000, < 1/100): dyspnea.

Gastrointestinal disorders

0, <1/
$Skin and subcutaneous tissue disorders
, < 1/100): pruritus; ia; rash, exanthema, erythema.
>1/1000, <1/ myalgia.

Uncommon (> 1/1000, < 1/100): fever, shivering, flushing; chest pain and tightness. Injection site disorders such as

L i dosage superficial phiebitis, burning, swelling. i . i .,
table. Rare (> 1/10000, < 1/1000): id reactions (rarely i arthralgia); peripheral ; fatigue, asthenia;
[mL) = [mg} malaise.
20mg/mL Moreover,i
To conver ) by 16.1145. Isolated cases: reduced level of consciousness, light-headed feeling, confusion; angioedema; swelling of [oints,
hyperhidrosis, and back pain.
Maximum recommended dose:
i week.If y
if required, with an iron chelating agent.
Children:
The use of been , therefore, Ir Injection is not CAUTION:
recommended for usein children. Foods, Drugs, Devices
METHOD OF ADMINISTRATION: For suspected adverse drug reaction, report to the FDA: www.fda.gov.ph. Seek medical attention immediately at the first
Administration: sign of any adverse drug reaction.
foute.

y be by

by anintravenous dripinfusion.

Before administering the first dose to a neW patient, a test dose of Iron sucrose Injection should be given, Iron sucrose
i injection.

INTRAVENOUS DRIP INFUSION:

g
. 5SmLIronsucrose Injection (100 mgiron)

Inmax. 100 mL sterite 0.9% w/v sodium chloride solution
. 10mL Iron sucrose Injection (200 mgiron)

Inmax. 200 mL sterile 0.9% w/v sodium chiaride solution
For y 3

. 100 mgiron (5 mL iron sucrose Injection ) in atfeast 15 minutes

200 mgiron (10mL Iron sucrose Injection ) inat least 30 minutes
Tne first 25 mg of iron (i.e. 25 mL of solution) should be miused asa lest dose nvera pEnud of15 mlnules 1fno adverse
reactions ocour during this time, not more
than50 mLin 15 minutes.

INTRAVENOUS INJECTION:
Iron sucrose Injection may be administered by slow intravenous injection at a rate of 1 mL undiluted solution per minute
pases, 4 5 A roves

Before administering a slow intravenous injection, a test dose of 1 mL (20 mg of iron) should be injected slowly over a
period of 1 to 2 minutes. If no adverse events occur within 15 minutes of completing the test dose, then the remaining
portion of theinjection may be given.

Injectioninto Dialyser:
Iron sucrose Injection may be administered during a hemodialysis session directly into the venous limb of the dialyser
under i injecti

EUNTHAINDIEATIDMS‘
Theuse of

STORAGE CONDITION:
30°C. Protect

KEEP QUT OF REACH OF CHILDREN.
FOR SINGLE USE ONLY.

AVAILABILITY:
USP Type | Amber Glass Ampoulex5 mL (Boxof 1 PVC Tray x5's)
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Manufactured by:

BIORX PHARMA LABS LLP
809 Kerala GIDC Bavia,
Ahmedabad 382220, India

Imported by:

AMBICA INTERNATIONAL CORPORATION
#9 Amsterdam Extension, Merville Park Subd.,
Parafiaque, Metro Manila

Distributed by:

SCRIPTMED, INC.
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Bldg.. Pearl Drive cor. Amethyst St.,

Ortigas Center, Pasig, Metro Manila

BRPH-FRS1008I-IN01-01



