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ALBUMIN

Human Serum Albumi'

- Plasma Colloid Osmotic Pressure Maintenance
* Intravascular Volume Increase

Prescribing Information

. Product name : Albumin-GCC inj. 20%, Albumin-GCC inj. 5%

20% 50ml contains : Normal human serum albumin-:«----eeremenees 10g
20% 100ml contains : Normal human serum albumin:-«--:-eseeeees 20g
5% 100ml contains : Normal human serum albumin-:«-:--eeereenee 5g
5% 250ml contains : Normal human serum albumin-:«----eeeemeees 12.5g

Storage
Room temperature (below 30 C, without freezing)
Shelf-life : 39months

How supplied

20%50ml/vial, 20%100mlivial, 5%100ml/vial, 5%250mlfvial

Post OP SAH
Hypoproteinemia
Hypovolemia
Shock

Burns
Pancreatitis and' Peritonitis

Adult Respiratory Distress Syndrome
Cardiopulmonary Bypass

Hemolytic Disease of the Newborn
Acute Nephrosis

Acute Liver Failure

Sequestration of Protein Rich Fluids
Erythrocyte Resuspension

Renal Dialysis

MANUFACTURED BY

== GREEN CROSS

GREEN CROSS



1

Feature of‘ PN
Albumin |

- This product is heat-treated at 60°C for 10 hours. This heat treatment destroys the
causative agents of viral hepatitis and AIDS

- 10g of Human serum albumin provides 174ml of plasma increase

- Requires no typing or crossmatching

- In case 20ml of Human serum albumin is administered, approx. 60ml of tissue
liquid is added to blood vessel within 15 minutes. This causes the decrease of

blood concentration and viscosity of liquid

- This product is effective for the treatment of hypoproteinemia accompanying
edema, hepatic cirrhosis or renal inadequacy etc.

- This product is effective to the cerebra edema patients who should restrict taking
hypertonic fluid or water

2 é:lgtll'm;ncology ‘ ‘

+ Principle function of Albumin is to keep blood volume

+ Albumin takes charge of osmotic pressure of plasma at 70~80%

+ Albumin transports drugs through blood vessels

+ Albumin is used to remove toxic bilirubin from hemolytic
born)

+ Albumin transports fatty acids, hormones and enzymes

L

- In case albumin concentration was <35g/L, 35-40g/L, >40g/L i
patients(40~96 years old), annual mortality rate was 50%, 43%, 11% "
- Albumin concentration was increased as >42g/L(higher than n

concentration of albumin was related to low mortality
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In case albumin concentration is >43giL, it is pr!:t mor?ﬁ]
decreased at 20% of male patients and 40% of female | nts comparing
41~43g1L 9 TR
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Albumin| CIinicaI‘_O_
Safety | Study |
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- Albumin has longest safety records among plasma derivatives L 5 ,. " (-
. X
- There has been no case of hepatitis B, hepatitis C or HIV infection during past 30 years L i
High level of albumin decreases risk of poor-outcome
- Pasteurization (at 60 C for 10 hours) method was proved to inactivate HVB, HCV, HIV etc at acute stroke patients
S
{ \ x
Validation Study for the Inactivation/Removal of Virus* L,
Patients with J
Nonpoor Outcome
( \ \ (N=453) Ly
Fraction IV precipitation or Ethanol inactivation S8S Score on
admisson, mean(SD) 197 (1258) 415(108) <001 ¢
Total clearance  24.5:0.4 40104 269403 58:04 37:04 Albumin giL, mean(SD) H1(T4) 368(67) <001
T"E'm 245104 26202 260408 51104 39404 55 Scandlinavian Seoke Scae

Rof. Serum Alburmin Level as a Pradictor of ischamic Stroe: {

) F
60°C heat treatment Cugtcome, Diziedzic T, Showic A, Soczudik A, Strake 2004; 35 158 - 158 jf. \

Total corance 52203 sa0n | mramn | s - Aflgr albumin adm.lnlslratlon to SAH pghents, cerebro vascular spasm was decreased,
clinical result was improved, and hospital cost was decreased

o R g9

Total clearance

duplicate) 26.5:£0.3 26.410.4 27,404 §.210.4 1.420.4

Colgan K, Moody ML Wikis K. Am J Heel® Syst pharm 200057 2094-8.
Tabor E. Transhusion 166833, HEDE.
*Ref, Validation Study BVD, BHV, ng the

T cakn S " i . Albumin (N=37)
‘Q-Ona Biotech.
In-hospilal deaths (%) 2(54) 9(19) o7
Symplomatic vasospasm (%) 7(19) 13(28) 02

Costdeta (US $ x 1000) 62,0£30.0 81.0:49.0 0.02
total hospital laboratory 37429 44435 03
radiology 15,0120 230160 <001

+ Group Lincluded patients ereated berween May 1998 and May 199%;
Group 2 patients wene treated between June 1999 and May 2000,
Since May 1999, patients with SAH have been trested anly with erystalloids in NSU.
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Clinical |
Study |

S A
After albumin administration to shock patients,

cardiac index, oxygen transport, and oxygen consumption
were increased comparing to ringer's lactate solution or packed red blood cell
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Albumin L
(o0 mL) *
- y
cl b
{Liminfms) 0.44 0.67 0.23 0.02 '
DOz
(Uiminims) 87 65 -3 64
VO:
(Limin/m:) 24 10 0 7
€l cardiac index, 0z : axygen delivery, V0s: oxygen consumptian
LR : lactated Ringeres solution, PRECs : packed red blood cells

Ref. Circulalory Effects of Whals Blood, Packed Red Cels, Alburrin, Sarch, and Crystallcids in
Criscal s, Shosra Wo.CCJ. Vox Sang 1998748874,

Low concentration of albumin at early stage of severe burn patients
increases mortality of acute renal failure and mortality
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Number of patients
E 8288388
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Nusmber of patieats
¥ 8583

Morsality acconding o seram alburin
concentration at admission.
w
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H,J‘nﬁw‘mm Yoon I,

Rat. Sizn and on Acute Renal P
IR, Km Hi, Chae DW, Noh JW, Kim JH, Park YK. Am J Neghrol m
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After albumin administration with cefotaxime concomitantly to patients of
induration and idiopathic bacterial peritonitis, renal disorders and mortality
were markedly decreased comparing to cefotaxime administration alone

Cefotaxime+Albumin
(=63)

Rbrial i 33% 10% 0.002
In-hospital mortality 29% 10% 0.01
Mortality at 3 months 41% 22% 0.03
Ref. Effect of Intravenous Albumin on Reral Impairment and Mortality in Patierts with Cirrhosis:
and Spertaraus Bocterisl Prrizrilis

After albumin administration to cirrhosis patients, who received ascites paracentesis,
dyscyclia was markedly decreased comparing to dextran 70 or ploygeline
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<8 ltars 508 iters >3 liters
Ascide fluld remaoved

R, Randamized Trisl Camparing Albumin, Daxiran 71 and Paygeline in
Cimhotic Patients with Asclies Treated by Peracaniesis, Gines A,
Femandaz-Esparach G. Manescilo A, Vila C, Domenach E, Abscasis R, et
. Gastrcenteroogy 1996:111:1002-10
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