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

affordable healthcare Plot No: 33, 33A & 40-47, Raichur Industrial Growth Centre,
Chicksugur—58¢ 134, Raichur District, Karnataka State, India.

CIN No. L85110KA1987PLCO08739

CERTIFICATE OF ANALYSIS

Material Name : TRANEXAMIC ACID Ph.Eur
Batch No, : TXAB220086 Drug License No.  : KTK/25/564/2009
Source Batch No.  : TXA822001 1 Batch Quantity 1 552,700 KG
| Mfg. Date : JAN-2022 Dispatch Quantity : 100.000 KG
|Retest Date : DEC-2026 ) AR.No. : 40000066078
8.No. Tests ' Results Specifications
l Appearance <Ph.Eur 14> White erystalling powder | White or almost white, c’i'xstallme powder
2 Solubility <Ph,Bur 1.4> Complies Freely soluble in Jvater &and in glacial acetic ncid,
practically msolubimm #eetone and ethanol (96%4)
3 ldentification by infrared Complies The infrared absoq}uon spectrum of the substance being
absorplion <Ph,Eur 2,2.24> examined shqg d-“be concordant with the specirum of |
slandard “i\
4 pl <Ph.Eur 2.2.3> 7.58 _ Betwe:,eﬁ'?%ﬂ to §.0
5 Loss on drying (At 105°C for |0.30%w/w A,skb!%'b,ﬁi;i{é,than 0.5% wiw i \ £ 5
2 hrs) <Ph.Eur2.2.32> R g‘w j §§§§ iisg ii Eg g
7 ;
6 Sulphated ash <Ph,Eur 2.4, 14> 0. 05%wiw i 71 Notmore than 0.1% Wi ‘ égéig; "i E &E,‘ %gﬁi
- 2 £
7 Halides expressed as chlorides| Less than (40. gpm Not more than 140 ppm : Eﬁgh § gg . §§§§ 3
<Ph.Bur2.4.4> \“’ sggé? Eg i i Iy i
- = g Y 1
8 Related substances (By HPLC) <Ph. Eg_iz 2. 29> .
21 Impurity-B _ ‘ Not‘Detect@d Not more than 0.15%
8.2 Impurity-C 4 ch]oi\'; RT Mot more than 0.05% _ _
8.3 [mpurity-D ™ ’Beléw RT Not more than $.05% .
P &
8.4 Impurity-BE “““wr,»‘*ﬁ Not Detected Not more than 0.05% -
v -
18.5 Impurity-F 7 Not Detected Not more than 0.05%
8.6 Unspecified impurites Not Detected Not more than 0.05% .
- " 8
8.7 Total xmpumaes Below RT Not more than 0.2% g?_
9 Assay by pétenitometry (on  |99.8%wiw r Between 99,0% to 101.0% wiw : %é
dried basis) <Ph.Eur 2,2.20> : ' 32
Lio iMlBt‘oblal limit tests g
10.1 M:crobtal enumeration tests <Ph.Bur 2.6.12> , _
10.1.] _|Total Aerobic Microbial Couat| Less than 10 cfu/p Not ntore than 1000 cfu/p & g
. o . . e =
A H0E2 | Total combined Yeast and Loss than 10 efu/g Not more than 100 efi/g h @ ,
""«gg‘fi’%_ _ Mould Count a i
& 1
o , S sE
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nnovating for (Unit-2: 100% Export Oriented Unit)

affordable healthcare Plot No: 33, 33A & 40-47, Raichyr industrial Growth Centre,
Chicksugur-584 134, Raichur District, Karnataka State, india.

CIN No, L85110KA1987PLCO08739

_ _ CERTIFICATE OF ANALYSIS £
.| Material Name : TRANEXAMIC ACID Ph.Eur
Batch No, : TXAB220088 Drug License No, KTK/25/564/2009
Source Batch No, TXAB220011 Batch Quantity 1 552,700 KG
Mfg, Date $ JAN-2022 Dispatch Quantity : 100.000 KG i
Retest Date _: DEC-2026 _ A.R.No. : 40000066078 .~
S.No. __ Tests I Results | Speciﬁc_;;’ijqns
10.2 Test for specified microprganisms <Ph.Eur 2.6, 13> (” N
10.2.1 | Enterobacteria Absent Should be absent i
10.2.2 | Bscherichia colj | Absent . Should be abseiit, \ '
10.2.3 | Salmonella spegies Absent Should be aﬁ@séﬁ\tu,
10.2.4 ! Pseudomonas aeruginosa Absént , Should be%;\isgént
10.2.5 Btaphylococcus aurens Absent Sl;otuga;;ﬁ'g,a:g;esll
10.2.6 | Clostridia | Absent # §houlabe absent
11027 Candida albicang Absent Eh’(’)&d be absent
{! ' Bacterial endotoxin test -Less than 0.125 ,E,:lﬁr’mgﬁv Not more than 0.125 EU/mg
=ZPh.Eur2.6,14> 5 W
12 - Assay by HPLC (On dried 99.9%w/w Between 98.0% to 102,0% wiw
basis) <IH> A ;

R,

Storage Condition : Preserve in tight contajnersay
P Y ?

i

storc at below 25°C temperature.

Remarks : The material complies wilh..—tlle adb%ii;vﬁespective specifications, RT: Reporting Threshold (0.03%); CEP No.:
RO-CEP 2018-048-Rev 00, "~ *

# ‘%"m.
é{%\‘;}
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