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WARNING: THIS PRODUCT IS PREPARED FROM LARGE
POOLS OF HUMAN PLASMA. For detailed information
read the package insert.

The patient and physician should discuss the risks and
benefits of this product.

Dosage and Administration: Read enclosed package
insert.

Store refrigerated at 2 to 8°C and no more than

6 months at room temperature (up to 25°C) at any
time prior to the expiration date. Avoid freezing.
Store in original package to protect from light.
Discard any unused product or waste material in
accordance with local requirements.

Reconstitute with 5 mL Sterile Water for Injection.
Administer within 3 hours after reconstitution.

This product when reconstituted contains not more than
(NMT) 1500 pg/mL polyethylene glycol (PEG), NMT 0.05 M
glycine, NMT 25 pg/mL polysorbate 80, NMT 5 pg/g tri-n-
butyl phosphate (TNBP), NMT 3 mM calcium, NMT 1 pg/mL
aluminum, NMT 0.06 M histidine, and NMT 10 mg/mL
Albumin (Human).

Koate-DVI also contains not less than (NLT) 250 IU naturally
occurring von Willebrand factor in this presentation.

If the shrink band is absent or shows any sign of
tampering, do not use the product.

GRIFOLS

Reg. No.: MAL19890637ARZ

CONTROLLED MEDICINE /
UBAT TERKAWAL

JAUHKAN DARIPADA CAPAIAN
KANAK-KANAK

KEEP OUT OF THE REACH AND
SIGHT OF CHILDREN

Product Registration Holder:
Grifols Malaysia Sdn Bhd
Suite 12-8, The Office Club,
Level 12, Menara Mudajaya,
No. 12A, Jalan PJU 7/3,
Mutiara Damansara,

47810 Petaling Jaya,
Selangor

Manufactured and Released by:
Grifols Therapeutics LLC
8368 Clayton Blvd

Clayton, NC 27520 USA

GRIFOLS

Antihemophilic Factor VIIl (Human)
Powder for Injection

250 1U/5mL

GRIFOLS

Carton: 3069120

(01)003 13533 006471

5mL

CONTENTS:

One vial of Koate-DVI

5 mL Sterile Water for Injection,
usp

One sterile filter needle

One sterile double-ended
transfer needle

One sterile administration set
No Preservative

For Intravenous
Administration Only

Sterile — Nonpyrogenic

Date removed
from refrigeration:

GRIFOLS

/PMS Cool Gray 9

colors: Black / PMS 287 /

K/P Corporation
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