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Shilpa Pharma Lifesciences Limited
{Unit-2: 100% Export Oriented Unit)

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

CiN No. U24100KA2020PLC134081

CERTIFICATE OF ANALYSIS

Material Name : TRAN E'IXAMI'C ACID Ph.Eur
Baich No. : TXAIZ220509 Drug License No. 1 KTK/25/564/2009
Source Batch No. 3 TXA8220090 Batch Quaniity 1551700 KG ‘
Mfg, Date 1 JUL-2022 Dispateh Quantity : 75000 KG ,;
Retest Date : JUN-2027 A.R.No. 1 40000074664
S.No. Tests Resulis bpecnficatwns
i Appearance <Ph.Eur [.4> White crystalline powder | White or almost wh;te, cry%iallme powder.
2 Solubitity <Ph.Eur | 4> Complies Freely soluble  in Wﬁter and in glacial acetic acid,
' practically msolublc In ficetone and ethanol (96%)
3 Identification by infrared Complies The infrared. ab‘smptwn spectrum of the substance being
absarption <Ph.Eur 2,2.24> examineds g_hould be concordant with the spectrum of
standarch § \::f‘“
4’ pH <Ph.Eur 2.2.3> 728 _.Bet eenﬂ 0 to 8.0
5 Loss on drying (At 105°C for | 0.23%w/w ;)t rhote than 0.5% wiw
2 hrs) <Ph.Bur 2,2,32> ) .
6 Suiphated ash <Ph.Eur 2.4,14>{0,05%wiw 7% Not more than 0, 1% wiw
7 Halides expressed as chlorides | Less than 140 _psi[:gn Not more than 140 ppn
<Ph.Eur 2.4.4> 5
8 Related substances {By HPLC) <Ph. Eur’ 2 2 29”“ ’
8.] Impurity-B 0.04% . Not more than 0.15%
8.2 Impurity-C g Be!ow RI Not more than 0.05%
8.3 linpurity-D S0 Bpiow RT Not more thian 0.05%
8.4 Impurity-E ) Below RT Not more than 0.05%
3.5 Impuriiy-F Not Detected Not more than 0.05%
8.6 Unspecif ed impur meq Below RT Not more than 0.05%
3.7 Tolal lmpurttlcs 0.04% Not more than 0.2%
9 Assuy by poténtmmetry fon | 100, 1%w/w Between 99.0% to 10£.0% wiw
dried basis) <Ph.Eur 2.2.20>
10 Mictobial limit tests
{0.1 Mic:.'obial cnumeration tests ~<Ph.El.xr 2,612
1000 |Total Acrobic Microbial Count 10ciu/p Not more than 1000 cfu/g
IO.I.‘.Z' Total combined Yceast and Less than 10 cfi/g Mot more than 100 cfu/g
» Mould Count
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- Plot No: 33, 33A & 40-47, Raichur Industrial Growth Centre,
Chicksugur-584 134, Raichur District, Karnataka State, India.

CiN No. U24100KA2020PLC134081

. CERTIFICATE OFF ANALYSIS
Material Name t TRANEXAMIC ACID Ph.Eur

Batch No. : TXAJ220509 - Drug License No.  : KTK/25/564/2009 .0
Source Batch No,  § TXA$220090 Batich Quantity : 551,700 KG
Mfg. Date s HUL-2022 Dispatch Quantity 75000 KG "
Retest Date : JUN-2027 AR.No, : 40000074664
| S.Nao. Tests | Results ! | Specificafions
10.2 ‘Test for specified microorganisms <Ph.Eur 2.6.13> N Ty
10.2,1 Enterobacteria Absent Should be absent )
10.2.2 | Escherichia coli Absent Should be abse__:’ifl' o
10.2.3 _ |Salmonelfa species Absent Should bg;&bscﬁi""ﬂf
10.2.4 Pseudomonas_aerugino_s_a Absent Shou_[du;béaabsc.r':t
10.2,5 | Staphylocoecus aureus Absent . i S’I},g(;.llf{}:bé'eﬁbse11t
1026 | Closwidia Absent | "Shotild be avsent
10.2.7  [Candida albjcans Absent | Stould be absont
i Bacterial endotoxin test Less than 0.125, EU/mg Not more thar 0,125 EU/mg
<Ph.Eur 2.6.14> i
12 Assay by HPLC (On dried | 100.5%wiw .~ Between 98.0% to 102.0% wiw
basis) <[H> e

Storage Condition : Preserve in tight cont‘éj’ih‘grs‘._aﬁti store at below 25°C temperature,

Remarks ;' The material complies with {ijb,ﬂbi}ve respective specifications. RT: Reporting Threshold (0.03%). CEP No.:
RO-CEP 2018-048-Rey 01 4 &
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