
Each vial contains:
Gemcitabine Hydrochloride USP
equivalent to Gemcitabine 1 g
Mannitol USP 1 g
Store below 25°C.
Do not refrigerate.
SINGLE DOSE VIAL
FOR I.V. INFUSION AFTER 
DILUTION.
Keep out of the reach of children.

Dosage: As directed by the Physician. 
Read accompanying package insert for 
detailed dosage, directions for use and 
precautions.
Direction: Reconstitute Gemcitabine 
for Injection USP 1 g with 25 ml of 
Sterile 0.9% w/v Sodium Chloride 
Injection. Shake gently to make a 
clear solution. This dilution yields a 
gemcitabine concentration of 38 mg/ml, 
which  inc ludes  account ing for  
the displacement volume of the 
lyophilized powder (1.3 ml for 1 g vial). 
The reconstituted solution should be 
u s e d  i m m e d i a t e l y  o r  w i t h i n  
24 hours if stored at controlled room 
temperature (20-25°C).
Discard unused portion.

Jauhkan dari kanak-kanak.
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Caution: It is dangerous to take this 
preparation except under Medical 
Supervision.

Warning: Cytotoxic agent. 

UBAT TERKAWAL
CONTROLLED MEDICINE

Registration No.: MAL08042477AZ

Gemita 1 g Carton - Malaysia - Unit-II

Mfd. in India by: 
Fresenius Kabi Oncology Ltd.
Village - Kishanpura, P.O. Guru Majra, 
Tehsil - Nalagarh, Distt. Solan, 
(H.P.) - 174 101

Product Registration Holder:
Fresenius Kabi Malaysia Sdn Bhd
3-1 & 3-2, Axis Technology Centre, 
Lot 13, Jalan 51A/225, 
46100 Petaling Jaya.
Selangor, Malaysia. Tel: 03-79572929
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Review 1

Unvarnished area
for overcoding: 2D code with

Batch, MFG & EXP

Approved By Prepared
By

PDD 

Checked
By

PDD  PDD QAProduction Country
RA

* Attached separate sheet if required 

I&D RA

Form No.: SOP/PDD/003-03 Rev. 05 CONFIDENTIAL

Reason for the Artwork* : Change in text & registration No. Dimension : 50 x 50 x 85 mm

Artwork No. : Supersedes No. : xxxxxxxxxx 7220084765

QM

NA

Pantone 300 C

Pantone 1795 C

Black

Pantone 285 C

Pantone 7413 C

Unvarnish area (50 x 50 mm)
Font size: 6.7 Pt.
Date 19 JAN 2016 Ver.:01

Gemita - 1g MYS - P-II - Review

Wednesday, January 20, 2016 4:19:47 PM

Prasanna.Madawan
Text Box
30°C.

Ashley.Tan
Text Box

Ashley.Tan
Text Box

Ashley.Tan
Text Box
Manufactured by:
Fresenius Kabi Oncology Limited,
Village Kishanpura, Baddi, Tehsil Nalagarh,District Solan, IN-174101 India





