
for lhe Besl Global Heallheare Company 

KOREA UNITED PHARM. INe. 

CERTlFICATE OF ANALYSIS 
(FINISllED I'IWDUCT) 

Product Name: TRANEXAMIC ACID Injcction t g/ lO mL 

Active lngredient: Tranexamic acid 

Batch No.; E909F706 

Analys is No.: QIF17-091301 

Analysis Date: September 27, 20 17 

Mfg. Date: Allgust 10, 2017 Batch Size: 25,000 Ampllles 

Reference : Br 2017 Exp. Date : August 09, 2020 

TESTS 

Deseriptiol1 

ldentificalion 
A. BylR 

B. By Test B 

C. By Test C 

pI-! 
Rclalcd Sllbstan ecs 

lmpurilY A 
lmpurily B 
lmpurilyC 
lmpurity D 
Any Other Impurity 

Bacterial Endolox ins 
Slerilily 
Forcign Malter 
Parliculate Maller 

Airt ighlncss 

Volllme Variation 

SPECIFICATIONS 

Colorless and Iransparent so lUliol1, 'i'ce 
of strangc particlcs in a co lorless ampule 

RESULTS 

Co lorless and transparent 
solution, free of slrange 
parlic les in a colorless ampule 

The IR absorption spectrUIl1 S of the test Meets the req uirements 
specimen and Ihe standard specilllen 
exhi bit Illaxirna at the same wavelengths 

A dark-b lui sh violet colour is produced Meets Ihe requirements 

Me lting Point: Aboul 1860 1860 

Between 6.5 and 8.0 6.7 

Not more Ihan 1% 
Nol morc Ihan 0.5% 
Nol more Ihan O. 1 % 
Not more Ihan 0.1 % 
Not more Ihan 0.1 % 
NOI more than 35 IU per rnL 
Slerile 
Nol delected 
Not more Ihan 6000 per ampul e G?: 10 pm) 
Not more Ihan 600 per ampule (2: 25 pm) 
No leak 

No! lcss Ihan the labeled vo lume ( lO 
IllL) in the case of containers examined 
individually 

0.0% 
0.0% 
0.0% 
0.0% 
0.0% 
Not more Ihan 35 lU per IllL 
Steri le 
Not detecled 
25/A mpulc 
l/Ampule 
No leak 

10.5 mL 

Assay Betwcen 95.0% and 105.0% 98.2% 

Remarks: Sample conforms lo specificalions. KORf.o\ tJro;TTED pnARM', lNe. 
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