BLESSEL. soome/sm njecton v

(1ron Sucrose)

s

Intravenous Infusion Dilution and Administration Rate

* Dilution of BLESSEL

DESCRIPTION:
BLESSEL (Iron Sucrose) injection is a brown, sterile, aqueous, complex of p sucrose - "
QUALITATIVE AND QUANTITATIVE COMPOSITION: strength 0:9% wfysodium Chloride solution
BLESSEL (1 )is available for IV as (Diluting Agent)
BLESSEL 100mg/Sm Injection

Each SmLampoule contains: BLESSEL 5mL (100mg) 100mL

Tron (1) omplex . to Elemental Iron......1001

(Product Specs.: USP) BLESSEL 10mL (200mg) 200mL.

CLINICAL PHARMACOLOGY:

Mechanism of Action: Infusion Rate

Followin BLESSEL (1 d and the iron ] lex with .
transferrin to target cells including erythroid precursor cell. The iron in the p is incorporated as Dosage Time

into red blood cell. BLESSEL SmL (100mg) 15 minutes
Pharmacokinetics:

In healthy adults treated with intravenous doses of BLESSEL BLESSEL 10mL (200mg) 30 minutes
~Elimination half-ife t: 6 hours

“Total clearance: 1.2L/br BLESSEL 15mL (300mg) 1.5 hours

Nonsteady tate spparntvlume ofdtion: 101 BLESSELZ5mL (400mg] 25 hours

-teady state apparent volume o distrpion -

buts vl nHoad s osome sent n s ok BLESSEL 25mL (00mg] 3 hours
Following intravenous administration, iron sucrose is d\sscui!ed inta iron and sucrose by the reticuloendothelial system. The sucrose ***BLESSEL25mL (7mg iron/kg) 3.5 hours

he urine
THERAPEUTIC INDICATIONS:
BLESSEL (Iron Sucrose) is indicated for the treatment of ron deficiency in the following:
Where there is a clinical need to deliver iron rapidly to ron stores.
Iron deficiency because of other reasons e.g. before and after surgery, final stage of pregnancy. Intolerance, non-responsiveness or non-
compliance to oral iron therapy malabsorption etc.
In st nfammtory bowel diesse e oal ron preparatons re nefecive
KD) patients receiving an erythropoietin.
KD) patients not receiving an erythropoietin.
(HDD-CKD)

KD) patients receiving an erythropoietin.
DOSAGE AND ADMINISTRATION:

osage:
Adults and the elderly:

The total cumulative dose of BLESSEL (Iron Sucrose), equivalent to the total ron deficit (mg), is determined by the hemoglobinlevel and body
weight. The dose for BLESSEL (Iron Sucrose) must be individually determined for each patient according to the total iron deficit

“The total amount of BLESSEL (Iron Sucrose) required is mentioned in the following dosage table:

Body Weight | 1013 number of BLESSEL (iron Sucrose) ampoes to be
o) administered (1ampoule of BLESSEL (Iron Sucrose)
corresponds to 5mL)
Hb60g/L | Hb75g/L | Hb90g/L | Hb105g/L

5 15 15 15 1
10 3 3 25 2
15 5 45 35 3
2 65 55 5 4
2% 8 7 6 55
30 95 85 75 65
35 125 15 10 9
40 135 2 1 95
5 15 13 115 10
50 16 1 2 105
55 17 15 13 1
60 18 16 135 115
65 19 165 1.5 12
) 20 175 15 125
75 21 185 16 13
80 25 195 16.5 135
8 235 205 17 1
% 25 215 18 145

Childrer
Ther a limited datafor children under study. 1 there s clincal need, s recommended not t exceed 015mL BLESSEL (iron Sucrose)
(3mg iron) per kg one to three times per week depending on the hemoglobin level
laximum Dose:
Intravenous Infusion
The

is 7mg iron per kg g per week, 00meg iron.
Intravenous Injection:
‘The maximum allowed single dose is 200mg iron.
D-CKD:
Total Cumulative Dose: 1000mg over a 14 days period.
45 IV Inection tart s 200mg undluted injection over 2 o 5 minutes on  different occasions within the 14 day period
D-CKD:
Total Cumulative Dose: 1000m;
A5 IV Injection: 100mg undiluted injection over 2 to § minutes.
As an Infusion: Start as 100mg, diluted in a maximum of 100mL of 0.9% NaCl over a period of at least 15 minutes per consecutive
hemodiaysi session
T Cupative ose 1000mg in 3 divided doses, within a 28 day period.
As an Infusion: Start as 2 infusions of 300mg over 1.5 hours 14 day apart followed by one 400mg infusion over 2.5 hours 14 day later.

The BLESSEL (1 ) dose should be diluted in 250mL of 0.9% Nacl,
Administration:
BLESSEL (Iron Sucrose) must only be administered by route. This may be

drp infusion. Before administering the first dose to a new patient, a test dose of BLESSEL (Iron Sucrose) should be given.
BLESSEL (Iron Sucrose) must not be used for intramuscular injection.

Do not administer if sedimentation observed.

Intravenous Infusion

Before administering the infusion, the first 25me of iron (.e., 25mL of solution) should be infused as a test dose over a period of 15 minutes.
If no adverse reactions occur during this time then the remaining portion of the infusion should be given at an infusion rate of not more than
50mLin 15 minutes.

*Dilution must take place immediately prior to infusion.
**Patients above 70k

Intravenous injection administered at a rate of 1mL undiluted solution per minute (i.e., § minutes/ampoule) and not exceeding BLESSEL 2
ampoules (200mg iron) per injection.

Before administering a slow intravenous injection, a test dose of 1mL (20mg of iron) should be mje:red slowly ovr a period o! 102 minutes.
If within 15 minutes 8 the test dose, then the

Injection into dialyser:

EL (1 ) may be hemodial
procedures as those outlined for intravenous injection.
CONTRAINDICATIONS:

limb of the same

nown n sucrose or any of
~Anemias not attributable to iron deficiency.

Iron overload or disturbances in utilization of iron.

Patients with a history of asthma, eczema or other atopic allergy.
~Pregnancy frst trimester.

PRECAUTIONS:

P I ad diron h
for mild and serious allergic reactions must be available.

-Parenteral iron in patients with hepatic dysfunction where iron overload i a precipitating factor. Careful
monitoring of iron status is recommended to avoid iron overload.

~parenteral iron must be used with caution in case of acute or chronic infection.

d reactions, which may be potentialy fatal. Therefore, treatment

Hypotensive episodes may occur if the injection is pidly the d
be avoided iron sucrose site may lead to pain, inflammation, tissue necrosis and

brown discoloration of the skin.

Pregnan

BLESSEL should be used during second and third trimester of pregnancy (Category B) only if the potential benefit justifies the potential sk to
mother and fetus.

Caution should iron sucrose anursing
DRUG INTERACTIONS:

Parenteral iron sucrose should not be administered
Therefore, oral iron therapy should be started at least 5 days after the last injection of iron sucrose.

ADVERSE REACTIONS:

Following adversedrug reactions v been rers

Common: Transient tase perversions(in partcuar el taste)

Uncammons Headache,dinets collapse, tachycardia, palpitati d nausea, vomiting, ab
pain, diarrhea, pruritus, urticaria, rash, :xnmhlsmn,ls hema, Igia, fever, shi flushing, ch d fightness.
Injection site disorders such as superficial phlebitis, burning, swelling,

Rare: Paresthesia, anaphylactoid reactions, peripheral edema, fatigue, malaise.

Isolated cases: Reduced level of consciousness, light headed feeling, confusion, angioedema, swelling of oints, hyperhidrosis and back pain.
NDD-CKD patients: Dysgeusia, peripheral edem, diarrhea, constipation, nauses, dizziness and hypertension.

HDD-CKD patients: Hypotension, muscle cramps, nausea, headache, graft complications, vomiting, dizziness, hypertension, chest pain and
diarrhe:

Patients receiving erythropoietin may experience: Diarrhea, edema, nausea, vomiting, arthralgia, back pain, headache, hypertension,
drsgausi,diiness, exemity pai and njection st buring.

PDD-CKD patients: Diarrhea, peritoneal infection, e haryngit: d nausea.

oral iron is reduced.

Overdosage should be treated with supportive measures and, f required, with an iron chelating agent.
INSTRUCTIONS:

Store below 25C.

~Protect from light & heat. Do not freeze.

+Keep outof reachofchildren.

.
How supis
BLESSEL ron ucrose) 100mg/5mL Inection s avallabl n pack o ' ampoules.
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Manufactured for:

HIJIEY SIGMA PHARMA
[LTVITY International (Pvt.) Ltd

‘www.sigmapharma.com.pk

£-50, North Western
Industrial Zone,

Port Qasim Authority,
Karachi, Pakistan.
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