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Hanmi Fine Chemical Go., Ltd;
1248-8, Cliongwang-Dong, Shihung-City, Kyonggl-Do, KOREA Tel + +82(31)498-2541, Fax i+ 82(31)409-2640

Certificate of Analysis

We liereby-confiim thiatthe goods are according to Ph. Bur.

Ref. No. @ 20120913:01 Batch No. : 126TOHA11009
Praduct : Sterlle Ceftriaxone Sodium. Mfg. Date @ Jul. 30, 2012
Formula ¢ CipHisNaNaz0$°3'5H,0 Retestate @ Jan. 28, 2014
YAUA . 86167 PHYSICAL & CHEMICAYL PROPBRTIES Quantity : 230kg (Net).
TEST e ~ SPECIFICATION RESULT
Characters N - ) ' ' i
« Appaarance ‘Almost white or-yellowish crystalline powder © Almost white crystalline powder
- Solubility ‘Fraely.solubleIn walar, sparingly soluble in methanal; ' Passed
wery.slighitly solublsin antiydrous ethanol

{dentification

< IR o be concordantwith standard spectnim : Confirmed

- Sodinm “To be fornmed a white precipitate Confirmed
Appearancs of solution

- Clarity of solution The same as darity of water ornof more Fassed

: fpronounced than dlarity.ofreference suspension {
- Color of solution ‘Not more intensely colored than reference Passed
solttion Ys or-BYs -

pH 6.0 ~ 8.0 7.3

Spedfic optical rotatlon [og® =185 ~ -170° - 163.5"
Related substances

1) Impunty A Not more than 1.0% : Not detected

2) impurity G ‘Nat:more than 1.0% 0.07%

3) npurlty £ Not more than 1.0% <(.03%

4) Any unspecttied Impurity(meax:) | Notmore than 0.05% 1.04%

8) $um of the unspecified Impurities ‘Nat assigned ’ 0.04%

6) Total Not.more than 4:.0% 0%
Resldual Acetone Not-more than 0.6% 0.017%
Bacterlal endotoxing 4-ess than 0.08 1U/vg Passed
Sterility Meets the requiraments Passed

Water B.0% ~ 11.0% BA%
Parfloutate contamation 210 Not-more then 3,000 parieles/y 8
(sub-visible) 225/ Not-more than 300 particles/g ’ 0

Assay 98,0% ~-102.0%(as anhydraus basls) 00.8%

o Backing and slarago conditions : Preserve in tight containers prolectad from fight and stora-halow 285G,

° mpurity B (Cefirlaxone Lactone) and Impudty D (AT-MT) are not delected acually in Hanmi Geftriaxone Sedium at all.

o Manmi doey not use N,N-dimethylaniine(N,N-DMA} and 2-gthylhexanolc asld(2-EHA) In the manufacturing ptocess.
So, asts of ,N-DMA and 2-iHA are not cariad oul.

» Reporting level of inpurity ; above 0.03%

Signalure
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262 [3, = lssued Date = Sep. 13, 2012

Bagad of 1. e Relaited HOP No, : QC 122



