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<% GCBiopharma

: Hunterase

¢ 2mg/mL Solution for injection .

3mL

Idursulfase beta
For intravenous use

Keep medicine out of reach of children
(Jauhiubat daripada kanak-kanak)
Controlled Medicine
(Ubat Terkawal)

1Vial

[Description] Injectionina colorless
andtransparentvial containing
acleartoslightly opalescent, colorless
solution

[Dosageand Administration]
Seepackageinsert

[Precautions] See package insert
[Storage] Storeat 2~8°C in hermetic
container. Protect from light without
freezingand donotshakeit.
[ProductRegistration Holder]
AXXESSBIOSDN.BHD.

25-1B, JALAN SEMENYIHSENTRAL 2,

SEMENYIHSENTRAL, 43500 SEMENYIH,

SELANGOR, MALAYSIA

[Manufactured & Released by]
GCBiopharma Corp.
Address: 586, Gwahaksaneop 2-ro,

Ochang-eup, Cheongwon-gu, Cheongju-si,

Chungcheongbuk-do, Republic of Korea
REG.NO.: MAL25026009AZ

GCBiopharma
Hunterase :

¢ 2mg/mL Solution for injection 3

Idursulfase beta
For intravenous use

Lot No. :

Mfg.Date: Hl

Exp.Date: OIMA| EM 27 HEA
Al

[Composition] 1vial (3mL) contains,
Activeingredient: [dursulfase beta

(Host: CHO DG44,
Vector : pJK-dhfr-Or2-IDS)

0mg
Buffer:Sodium Dihydrogen Phosphate
Monohydrate ---------------6.75mg
Buffer:Sodium Phosphate Dibasic
Heptahydrate 297mg
Isolomc agent:Sodium Chlorldell

Sta izer:Polysorbate 20
e 0,66 Mg

Diluent: Walerforlnjectlon

[Indications]

For patients with Hunter Syndrome
(Mucopolysaccharidosis|l, MPS I}
asanenzyme replacement therapy

Pac-02-709-4




