Hemoject”

Ferric Carboxymaltose
IV Injection/Infusion

Presentation
Hemoject™: Each 10 ml solution contains Ferric Carboxymaltose INN equivalent to
elemental Iron 500 mg.

Description

Ferric Carboxymaltose is a colloidal iron (lll) hydroxide solution in complex with
Carboxymaltose, a carbohydrate polymer that releases iron. Ferric Carboxymaltose solution
is a dark brown, non-transparent aqueous solution.

Indication and Usage

Ferric Carboxymaltose is indicated for the treatment of iron deficiency anemia in adult
patients:

+ who have intolerance to oral iron or have had unsatisfactory response to oral iron

+ who have non-dialysis dependent chronic kidney disease

Dosage & Administration

The cumulative dose for repletion of iron using Ferric Carboxymaltose is determined based
on the patient's body weight and haemoglobin (Hb) level and must not be exceeded. The
following table (Table 1) should be used to determine the cumulative iron dose:

Table 1: Determination of the cumulative iron dose

Patients with bod Patients with bod
Hb (g/dL) weight 35 kg 070 kg | weight > 70kg
<10 1,500 mg 2,000 mg
210 1,000 mg 1,500 mg
Note: A cumulative iron dose of 500 mg should not be exceeded for patients with a body
weight <35 kg.

For overweight patients, a normal body weight-blood volume relationship should be
assumed when determining the iron requirement.

For patients with a Hb value 214 g/dL, an initial dose of 500 mg iron should be given and iron
parameters should be checked prior to repeat dosing.

Post repletion, regular assessments should be completed to ensure that iron levels are
corrected and maintained.

Maximum tolerated single dose

A single dose Ferric Carboxymaltose should not exceed 1,000 mg of iron per day. Do not
administer 1,000 mg of iron more than once a week.

Intravenous injection

Ferric Carboxymaltose may be administered by intravenous injection using undiluted
solution up to 1,000 mg iron (up to a maximum of 15 mg/kg body weight). For doses up to
200 mg iron, there is no prescribed administration time. For doses greater than 200 and up
to 500 mg iron, Hemoject™ should be administered at a rate of 100 mg/min. For doses
greater than 500 and up to 1,000 mg iron Hemoject™ should be administered over 15
minutes.

Intravenous infusion

Ferric Carboxymaltose may be administered by intravenous infusion up to a maximum
single dose of 1,000 mg of iron (up to a maximum of 20 mg/kg body weight).

Method of administration

Ferric Carboxymaltose must be administered only by the intravenous route: by bolus
injection, or during a haemodialysis session undiluted directly into the venous limb of the
dialyser, or by infusion. In case of infusion, Hemoject™ must be diluted only in sterile
0.9% m/V sodium chloride solution as shown in Table 2 below.

Table 2: Dilution plan of Hemoject™ for intravenous infusion

Hemoject™ | Iron Maximum amount of sterile | Minimum administration
0.9% miv sodium chloride | time
solution
2t04 ml 100 to 50 ml -
200 mg
>4t0 10 ml |>200 to 100 ml 6 minutes
500 mg
Note: For stability reasons, dilutions to concentrations less than 2 mg iron/mL are not

permissible.
Hemoject™ must not be administered by the subcutaneous or
intramuscular route.

Haemodialysis-dependent chronic kidney disease
Assingle maximum daily injection dose of 200 mg iron should not be exceeded in haemodial-
ysis-dependent chronic kidney disease patients.

Use in paediatric population
The use of Ferric Carboxymaltose has not been studied in children and therefore is not
recommended in children under 14 years.

Use in Pregnancy and Lactation

Pregnant women

There are no data for the use of Ferric Carboxymaltoxse in pregnant women. A careful
risk/benefit evaluation is required before use during pregnancy and Ferric Carboxymaltoxse
should not be used during pregnancy unless clearly necessary. Animal data suggest that
iron released from Ferric Carboxymaltoxse can cross the placental barrier and that its use
during pregnancy may influence skeletal development in the fetus.

If the benefit of Ferric Carboxymaltoxse treatment is judged to outweigh the potential risk to
the fetus, it is recommended that treatment should be confined to the second and third
trimester.

Lactating mothers

Ferric Carboxymaltose is excreted in human milk which unlikely to affect the baby.

Precautions

Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which
have been life-threatening and fatal, have been reported in patients receiving Ferric
Carboxymaltose. Patients may present with shock, clinically significant hypotension, loss of
consciousness, and/or collapse. Monitor patients for signs and symptoms of hypersensitivity
during and after Ferric carboxymaltose administration for at least 30 minutes and until
clinically stable following completion of the infusion. Only administer Ferric Carboxymaltose
when personnel and therapies are immediately available for the treatment of serious
hypersensitivity reactions. Other serious adverse reactions associated with hypersensitivity
which includes pruritus, rash, urticaria, wheezing or hypotension.

Hypertension

Transient elevations in systolic blood pressure, sometimes occurring with facial flushing,
dizziness, or nausea were observed. These elevations generally occurred immediately after
dosing and resolved within 30 minutes. Monitor patients for signs and symptoms of
hypertension following each Ferric Carboxymaltose administration.

Laboratory Test Alterations

In the 24 hours following administration of Ferric Carboxymaltose, laboratory assays may
overestimate serum iron and transferrin bound iron by also measuring the iron in Ferric
carboxymaltose.

Contraindications

The use of Hemoject™ is contraindicated in cases of:

* hypersensitivity to the active substance, to Hemoject™ or any of its excipients
* known serious hypersensitivity to other parenteral iron products

+ anaemia not attributed to iron deficiency, e.g. other microcytic anaemia

+ evidence of iron overload or disturbances in the utilization of iron

Overdose

Excessive dosages of Hemoject™ may lead to accumulation of iron in storage sites
potentially leading to hemosiderosis. Monitoring of iron parameters such as serum ferritin
and transferrin saturation may assist in recognizing iron accumulation. If iron accumulation
has occurred, treat according to standard medical practice, e.g. consider the use of an iron
chelator.

Drug Interactions
Formal drug interaction studies have not been performed with Ferric Carboxymaltose.

Side Effects

The side effects of Ferric Carboxymaltose are infrequent, usually mild and generally do not
cause patients to stop treatment. The most common side effects are nausea, injection site
reactions (including pain or bruising at the injection site), and asymptomatic reductions in
blood phosphorus, flushing, headache, hypertension, dizziness, and increased alanine
aminotransferase. Potentially long lasting brown staining of skin near injection site may
occur. Uncommon side effects are hypersensitivity, paraesthesia, dysgeusia, tachycardia,
hypotension, flushing, dyspnoea, vomiting, dyspepsia, abdominal pain, constipation,
diarrhoea, pruritus, urticaria, erythema, rash, myalgia, back pain, arthralgia, muscle spasms,
pyrexia, fatigue, chest pain, oedema peripheral, chills, aspartate aminotransferase
increased, gamma-glutamyltransferase increased, blood lactate dehydrogenase increased
and blood alkaline phosphatase increased. Very rare side effects are anaphylactoid
reactions, loss of consciousness, anxiety, phlebitis syncope, presyncope, bronchospasm,
flatulence, angioedema, pallor face oedema, rigors, malaise and influenza like illness.

Storage
Do not store above 30°C. Protect from moisture and light. Do not freeze. Must be kept out of
the reach of children.

Commercial Pack
Hemoject™ 500 mg/10ml : Each box contains one vial of 10 ml Ferric Carboxymaltose
solution with one 100 ml normal saline, one infusion set with butterfly needle, one alcohol

pad, one first aid bandage & one 10 ml disposable syringe.
|
|
|
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Manufactured by:
Nuvista Pharma Limited
. 48 Tongi industrial area, Gazipur, Bangladesh
nuvi Sta A subsidiary of Beximco Pharmaceuticals Ltd.




S——

AT SRS
2 ZNCEFIT [ FARRCHT

Borgroe
Rewes™: 4fe yo 1.5, Favet qwatE e SRS W94 T GRS S ¢oo A, @7
STy |

e
T SRS 21 Fomer wEe ([Il) IERAIRT «F AR SR @ @t g1 qT
e oo 07 | e SREIESTE e G@fb o5 Wi I0ed, STEhE |32 S 51 |

T @ R

e FREMITHE 2eTEma SRR qibfeafre syffimm ol fuifre:
* T O NS S 7 FACS A T LT 0 <SR S AR TR0 P A |
o T T Al I SR e A |

a8 el

TR o ¢ R wen @7 $ow fFew 3@ e 9i5fe o e war frdre v et
IRFEICHE I92E F41 T 32 GF W TGN AR A | @A 7 oiwe «F war e Gker
(GfeT-5) St mea Sfbe-

TRET-5: T SRR @7 @t e

R (a1/ce. )| @i Se o¢ (I AE | [N 6S > Qo e
90 3G 97 fts
<o 3, oo Al 3,000 frall.
>3 3,000 &l 3,00 &l

oot: T oo we TR b 20T wiwa 7 T T@l eoo el @7 @i et The 77 |

Sfefie GoTa [@INT T, TWINT A WS ST 8 G ARG TAE Gl L AT 4 @
fyfraet a1 Sfow |

e FREACife @ AR >58 &, /e, 1., oIme enfiren SEee T@r oo el thed Tfve ¥ae
SR TSR 73 SRR O3 T A 41 S |

ST ST ey efeferre st ¢ fifve T Sfbe wa, SRR war o ¢ g w9 7z |

S 2T G5 @l

G (TR FEAVCEDE AT G5 T@ 5,000 WAl @7 W@H 2eqr Th® 77 | 4F 7eIE 3,000
e, @3 @ et A A |

FLISAIT ZVETET

e IS SRR Ga0Ta T4 5,000 R4 A€ EE 3BT IEE M (77 (e
AT (AT S¢ 2T /1o *1F8 Wfes eot) | Yoo Al *1f o Mead & @ i g
T2 | Y00 4l W& ¢oo Mal, 48 S WMeaR &y RAes™ doo frar, /Al st mhear
5 | ¢oo 1A, T 5,000 Al e SR (e & Rraes™ se G g @i 1w 4o e
e

FGISAIT ZEEHT

T ST SIS ARG @ MG A 5,000 Al SRR (FM® 0 fal /i
AT e GET) TSR TS AN |

QT SAf 3T

TR FRAAICHIE SHE IHTSANT 06 TS (: TR SAGEHT @7 ML S ARy
aF I G T G AP TATIZAR @7 TSFPT o178 2T SHITSAT ARG «@F M4 i 207 |
FARFEHR 7 T SR REEE™ 0.6% «/fS e @ERT et fiw ware 2 A fesa ke
(Bfe1-2) @ Tredt 27T |

BRET-3: TGS ZARAGHT «F Ty REAICes™ o7 17 A7

g™ Kiren) I AR 0.5% @aT/fe I
3 @3 8 f.fT oo fal (A 200 ¢o i fa -
fran,
>8 (qF Yo fd | >300 WAl (T Yoo fT.f Y s
oo fial,

ot giivga & & i, s/ fr g s ageae saefire 79 |
Reies™ ARGGHAT ORI SBITAGAIT F et 1 AT A 1

e feroreres AT e w@ie ta afsim S @3 T 200 fira, a3 & zenr
@

et TR 99RR

farea TRrg Tl SRIGUITHE TR @ S T2 W& 8 I I T 6 THI@ 9
TR LA 7 |

TEIZN 8 T IRA

TS T

T SRS ST WA IRIE T ST TR | g AR A 4 @ Afer

LR I TSR TR I TS 43R 432 TG A ZA TS WS Tow 77 | AR T
AfBIfeTS fTas et T e SRIEITOIE W S fofe I ©f 2MT6 e FIREE (o0 $0s o

G FETZ IR T G QT R 2eifqe F409 10 |
T Tl SRS IR TS Fre @3 e o ARl W PITwE S 1@ 8 o
LTI F AN IR I T A |

TR N2

T SRS Toura (7o Zree MeRTe R i 6 1 |

Tefe

afSsteravaAleT sfefamr

TR A IR TG AL fefean 77 qmerRayabe-539 afeferr 2o o ar
GRER & ARG o 2o AT | @R ¥, Bfesrresie ewpsd Feaesier, wm 2
/LT T *IE 500 2@ AT | Tl FIRAFCDIS TARFEHH AT Fvo wo s 9 oK@
SRS o 8 Gl R TS 70 | I TRre FReamraie elfefamara ffeeagm
a3 ofeet orerelfy ey, wwiie SRITUTDE S4EE O A T AE | Sy J[ee (@t
2SR Y )4 HeLamarie AfSfeat 7E TR, A0, 3T, 4FTeE G F=aes 2re A |
CHaED

ol PG Te5 3 Ga FINe TR ARG OF, I IN OF, IEN OF el AN | 9PR Jw
mmq—wﬁamnm?ramwmwwaa\mﬁﬁtﬁaWww\ oo ToRE
FRIAICBIE TR 77 THIGDI O 75 @ opafera Ao 90 T |
STRCABIT I SAfaTST

T FIIFCHIS ST 38 THR THAE FIRIFICHIS AR AR AR AKHR T
R 32 AT TS St wifwiet @ siear e |

£

RITed™ AR (F@ eifSfniE:
« REATes™ @9 AT TAmE @t @9 o @fEPrES @9 efs sfeamteet
» Sfefie SR efirs ST *IRed SRR TIRE AF Z0A
wfewrar
Reies™ wfofie TJRE FHES T W G To AT A QAP 42 F90e 1 |
SRR ARG T PR @R e G SR SIRReTd &l 263 Tofef Fare RISt
I | T A RGN B ST IIETG e oo Sepia fofeem fire z0a -
S oretva g feaat 74 |

ST AT el
Tl SRIFICHIS € AL DI T S04 2fefaara w@om w2 =3 |

=i efsferar

Tl SRSB4 afsfaar T5ara wril I = @3 raers Ay =i efsfam zrene w
et 9% T TP T 1 | AU Al A eifefirar ze1- =i o7, ees M3 afsfar (e
LT ST B ), TG FAFART 4 AT SN TGN, e, ARG, SHISH1, AT
G3R G SIRCAG IS @7~ 3 17108~ | ST AR AT O AT s
R ARCS AT | F5AIE WA TR T 43 A sl 2o Sfereravererer, spamefE, e,
Srifeelafen, feaese, I« 2 qed, e, 3, e, G w9, @i, wiEkr,
eraralB, gfor, Tanafem, e, ¢t <y, Pores e, endierfer, ot RpfT, @9 @9 o, S, 0
2, TARTERRIE QUes, R SIoQl 0, SPTeIEs SRR EES 3, - eGP
3, WW%@W@@EE@WWWW?%\WWW@-
Wwﬁwwm G FRIT, e, (2R, e, ferﬁwmof XTI AL,
TSN, Syfereafet, fadfer, T2 T, ifTe!, SFETeE @R TNFEeTE o SFe! W fire
A |

TS
0o ety GIFGTAT SIo@R S#Ita el FACE 1 | ST @ MTeTe TRl (A qed Y | sy
I A | T IR IR0 A |

REREIEY

RTEE™ coo all. / do F.for: afels ana qrm @ so frfor. Tofie FRFEICHE o e @
A G5 Soo FL.fET, T AR, 6 INRFCHN T ABEFIE JINR, G AT AE, G5
TRE 3T P G G So .7, femaiee ifae |

AFOFATE
/ ool it P
nuVista S




