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CERTIFICATE OF ANALYSIS. S

_ FsA PHARMA Phone: +49(012369-0261947  Fax: +4910)2368-9261950 Shi Ip a Medicare Ll mited

{Unit-2: 100% Export Orlented Unit)

Plot No: 33, 33A & 40-47, Ralchur Industrial Growth Ceritre,
Chicksugur-584 134, Raichur District, Karnataka State, india,

CIN No. L85110KA1987PLCCOBT3D

Material Name

: TRANEXAMIC ACID Ph.Eur

T KTK/25/564/2009

Batch No. : TXAKZ10413 Drug License No.
Source Batch Wo.  ; TXA8210135 Batch Quantity : 504.400 KG )
i Mg, Date : SEP-2021 Dispatch Quantity : 50,000 XG g
A é’ Retest Date s AUG-2026 __ARNo. | 40000059766 7
S — - . a
e _‘_'g S.No. Tests Resulis Spemﬁcat;ons
=P _
L—== § éﬂ R Avpearance <Ph.Enr 1.4> White crystailine powder | White or aimost white, Acwsfallme'powcfcr
- "‘& Solubility <Ph.Eur |.4> Complies Freely soluble in water gnd in giacial acetlc acid,
= e ‘ practically msoiubic in agelone and ethanol {96%4
= g ,
== ’: 3 Identification by infrared Complies The infrared abb‘orptxon spectl uih of the substance being
o & absorption <Ph.Eur 2.2.24> exainined should, -be concordant with the spectrum of
—— L standa:d,f\ y
plt <Ph.Ear 2.2.3> 17.62 Between!? 0 to 8 0
Loss on drying (At 105°C for §0.26%w/w . :rNet mnre than 0.5% w/w
2 hrsy <Ph.Eur 2.2.32> .
e~ i
Sulphated ash <Ph.Eur 2.4.14> 0.05%wiw o Np; mote than 0.1% wiw

{ Halides expressed as chlovides
| <Ph.Eur 2.4.4>

Less than 140 ppn

Not more than 140 ppm

Related substances {By HPLC) <Ph. Eul‘/?_'*‘i 29I>

g

8.1 imputity-B _ Belgw RT L th more than 0.15%_
> 8.2 Impuirity-C Bgﬁgw RT Not more then 0.05%
| 83 |tmpurity-D | Bélow RT Not more than 0.05%
Ei;snéggﬁé 8.4 Impurity-§, ,fiii:‘ , B_e,low RT Not more than 0.05%
Ei’gggi?;i%gg 8.5 hapurity-F 5 Naot Detected . Not more than 0.05% \
fg%EE §§§ﬁ 8.6 | Unspecified impurities Below RT Not more than 0.05%
[a?g %?ii 8.7 } Total impuy lllCS Below RT Not more than 0.2%
9 Assay byﬁ;&t’énuometny {on 199.9%wiw Between 99.0% to £01.0% wiw
| dried basis) <Ph.Bur 2.2.20>
- 10 Mlcmb;al limit tests )
0.1 Mlcr‘obtal enumeration tests <Ph.Eur 2.6.12> _— L
10.1.1 Tota} Aerobic Microbial Geunt Less than 10 cfu/g 1 Not more than lOOG,.c.ﬁlk’:gz- ,
=4 10.1¢2 | Total combined Yeast and Less than 10 c{’u/g Not more than [00 clufg
; Mauld Count '
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Shilpa Medicare Limited

Innovating for {Unit-2: 100% Export Oriented Unit)

CIN No, 185110KA1987PLCO0873Y

CERTIFICATE OF ANALYSIS

affordable healthcare Plot No: 33, 334 & 40- -47, Ralchur Industrial Growth Centre,
Chicksugur-584 134, Raichur District, Karnataka State India,

Material Name : TRANEXAMIC ACID Ph,Eur
Batch No. : TXAK210413 Drug License Ne,  : KTK/25/564/2000
Source Baich No.  : TXA82[0135 Batch Quantity 1 504,400 KG
Mig, Date : SEP-2021 Dispatch Quantify : 50.000 KG 5 f L
{Retest Date. : AUG-2026 . A.R.No. : 40000059766~ " ’? =
“S.No. | Tests ] Resuis [ Specifieations b =
H.2 i Test forspecified mics'oo;‘gail'ESIns <Ph.Eur 2.6.13> . ) N -""l @ é,’ %
10.2.1 | Enterobagteria Absernt e Should be absent — § §|§
10.2.2 | Escherichia coli ] Absent . Should be absent. ) - e —
13023 }Salmonella spegies Absent Should be ab';eﬂft—’ i é %
1024 | Pseudomonas seruginosa Absent , Should be; absent_ﬁ E;g ' =
10.2.5 | Staphylococcus aureus Absent _ 'Shoulr} hea aEsem §f:§ :
10.2.6 Clostridia Absent . ) S}muid be absent. gv
110.2.7 | Candida albivans . Absent ‘ “Sh@uld be absent ;
N B'acter'-i'al endotoxin te‘st L.ess than 0,125 E/p/mg o Not more than 0.125 EU/mg % t
‘ <Ph.Eur 2.6,14> _ T e :
12 Assay by HPLC (On dried Between 98.0% to 102.0% wiw Lg o §
basisy <JH>

Storage Condition ; Preserve in tight coma:ners store at below 25°C temperature.

\w

Remarks : The material complies with the abave tespective specifications. RT: Reporting Threshold (0.03%); CEP No.:

RO-CEP 2018-048-Rev 0,
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