Hemin for Injection (PANHEMATIN®)

Dosing and Administration

Hemin for injection is indicated for amelioration of recurrent attacks of
acute intermittent porphyria temporally related to the menstrual cycle in
susceptible women, after initial carbohydrate therapy is known or suspected

Dosage Forms and Strengths

+ Hemin for injection is available as a
sterile, lyophilized powder for

o —
to be inadequate. reconstitution for injection.
. o o o » Each vial contains: NDC 55292-702-55  Single Dose Vial
Dosing and Administration  350lmg hemin; 240|mg|sodium FerinFr o
Hemin for injection should only be used by or in consultation with physicians experienced carbon.ate and ?_’35 g sc?rbitol _
in the management of porphyrias. * When mixed as directed with Sterile Hemin per Vial
For intravenous infusion only. Water for Injection, USP: ForIntravencusInfusion only
" : - each 48 mL = 336 mg hematin S o Ron
. Dosing Administration 7 mg/m) ”
IV infusion of + Use sterile 0.45 micron or smaller in-line filter

1to 4 mg/kg/day for 3 to 14 days to remove any undissolved particulate matter How Supplled and Storage
based on the clinical signs

I— The dose may be administered ] .
« The standard dose in clinical practice is directly from the vial over a + The vial stopper contains natural rubber latex
3 to 4 mg/kg/day =" period of at least 30 minutes. - Store lyophilized powder at 20-25°C (68-77°F)

o R e e Y
than every 12 hours 100 mL of 0.9% NaCl Supply List
Do not exceed 6 mg/kg in any 24-hour period For Reconstitution

A

Utilize a large arm vein or a central venous catheter for administration to minimize the 1Vial of hemin for injection
risk of phlebitis. 1 Bottle Sterile Water for Injection, USP
160 mL sterile syringe with 18-20 gauge needle i )&

Preparation and Administration 2 Alcohol wipes

1 Protective gloves

Hemin for injection contains no preservative and undergoes rapid chemical decomposition in
solution For Infusion

- It MUST be reconstituted immediately before use. 1 Vial of reconstituted hemin for injection
» Reconstitute hemin for injection by: 1 Infusion pump
- Aseptically adding 48 mL of Sterile Water for Injection, USP, to the dispensing vial. 1 Primary infusion set (including IV administration tubing with “Y" site)
- Shake the vial well for 2 to 3 minutes to aid dissolution. 1250 mL IV bag of 0.9% Sodium Chloride for Injection, USP
» Hemin for injection should be administered, via infusion pump, directly from the glass vial after 1 Sterile 0.45-micron or smaller filter
reconstitution. 11V tubing with vented spike, or vented spike adapter
- After the first withdrawal from the vial = discard any solution remaining. 1 Huber needle and injection cap
» Hemin for injection is not transparent, any undissolved particulate matter is difficult to see when 1 Central line dressing kit
inspected visually. 1 Saline flush syringe
- In-line terminal filtration through a sterile 0.45 micron or smaller filter is recommended. 2 Alcohol wipes
Do not add other drug or chemical agent to a hemin for injection fluid admixture. 1 Protective gloves
« Infuse the dose over a period of at least 30 minutes via a separate line. 11V bag label

After the infusion = flush the vein with 100 mL of 0.9% NacCl.

To view the full Prescribing Information for hemin for injection (PANHEMATIN®), please visit ]|‘E| B
https://medical.recordatirarediseases.com/wp-content/uploads/PANHEMATIN-PI.pdf or scan the QR code: 3 :
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Hemin for Injection (PANHEMATIN®)

Dosing and Administration

Preparation of Hemin for Injection

Administration of Hemin for Injection

Step 1: Calculate Dose of Reconstituted Hemin for Injection for Infusion

Prescribed Dosage (mg/mL) x Patient Weight (kg)

mL to infuse= - - - ——
7 mg/mL Concentration of Reconstituted Hemin for Injection

Dose Calculation Table

After reconstitution each mL of hemin for injection contains the equivalent of
approximately 7 mg of hematin

1 mg hematin equivalent = 0.14 mL hemin for injection
2 mg hematin equivalent = 0.28 mL hemin for injection
3 mg hematin equivalent = 0.42 mL hemin for injection

4 mg hematin equivalent = 0.56 mL hemin for injection

Step 2: Reconstitute Hemin for Injection

Hemin for injection must be reconstituted immediately before use, because it
contains no preservative and undergoes rapid chemical decomposition in solution.

1. Using aseptic technique,
remove caps from Sterile Water
for Injection, USP bottle and
hemin for injection vial. Clean
rubber stoppers* with alcohol
wipes.

. Using the 60 mL syringe,
withdraw 48 mL Sterile Water
for Injection from bottle.

. Inject the Sterile Water into the
hemin for injection dispensing
vial. Do not add other drug or
chemical agent to a hemin for
injection fluid admixture.

. Immediately after adding
diluent, shake the hemin for
injection vial for 2-3 minutes to
aid dissolution. Reconstituted
hemin for injection is not
transparent.

MA-US-PHT-25-00014

Step 1: Establish an IV line

1. Protect patient’s clothing with a towel or pad.
2. Use a large arm vein or central venous catheter to reduce the risk of phlebitis.

3. Connect primary tubing to the 250 mL bag of 0.9% Sodium Chloride for Injection, USP,
and prime.

4. Verify blood return and flush IV to verify patency, then attach the line.
5. Start the sodium chloride infusion at a “keep vein open” (KVO) rate.

Step 2: Administration of Hemin for Injection

- Verify the dose of hemin for injection the patient will be receiving. Use an infusion
pump to ensure accuracy of dosing and administration time.
« Infuse the reconstituted hemin for injection immediately.

" 1. Attach the 0.45-micron filter to the IV
tubing. If the tubing is not vented,
attach a vented spike adapter, and
then insert the spike into the
evacuated hemin for injection vial.

2. Prime the IV and filter system with
| hemin for injection. Attach IV line to
; the “Y” site on the primary infusion
‘ line and stop the saline infusion.
3

. Open the clamp on the IV tubing and
begin infusion. The prescribed dose
of hemin for injection should be
infused over at least 30 minutes.

4. After the full dose has been given,
stop the infusion. Disconnect the
hemin for injection at the "Y” site and
remove the vial and hemin for
injection tubing. Rinse the vein with
100 mL 0.9% NaCl. Discard any
remaining hemin for injection
solution.

*The vial stopper of hemin for injection contains natural rubber latex, which may cause allergic reactions.

Abbreviations: IV, intravenous; KVO, keep vein open; NaCl, sodium chloride; USP, United States Pharmacopeia.

References: 1. Panhematin. Prescribing Information. Recordati Rare Disease Inc; January 2024. 2. Panhematin (hemin

for injection). Dosing, preparation, and infusion instructions. Recordati Rare Diseases Inc; 2024. Accessed September
2, 2025. https://www.panhematin.com/pdf/hcp-panhematin-d&a-card.pdf

f

N RECORDATI
AN RARE DISEASES



	Hemin for Injection (PANHEMATIN®)
	Hemin for Injection (PANHEMATIN®)

