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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIH3A
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‘Product Nise tablets 100 mg

Mpoaykt Haiiz®, tadsnetkn 100 mr

Batch No / 1 V2202338 Batch Quantity / : 25,00,000 tablets /
Cepust Ne Ob6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001627177 Date of Analysis / : 15.11.2022
AHAJIUTHYECKHIl oTueT Ne Jara apanausa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

JlaTa npon3BOACTBA Topen o (BKa)

Analysis performed according to ND / AHanus nposees 1o HJA: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /

wam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne | Test / [loka3zaTeab

Result / Pe3y.1_1 bTATHI

S_;n:éiﬁtaticn / Hopma

1 | Description/ Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / benwbie ¢ XKENTOBATLIM
OTTEHKOM KpYrilble ABOSKOBBIMYKILIE TaONETKH
C riaaKoH MOBEPXHOCTHIO.

2 | Identification /
IloasIMHHOCTH

Complies / CoOTBETCTBYET

The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepKuBaHHsI OCHOBHOTO

NMKka Ha  XpPOMATorpaMme  HCIBITYEMOIO
pacTeopa HOJDKHO COOTBETCTBOBATH BPEMEHH
yIoep>KUBaHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOro
o6pasua HUMECYNHIA (pasnen

«Konu4decTBEeHHOE onpeneneﬂne»)

Average weight and mass

U OJHOPOAHOCTBL MACChI

uniformity / Cpeansas macca

309.8 mg/309.8 mr

Complies / CooTBeTCTBYET

310 mg + 5.0 % /310 Mr+ 5,0 %

18/20 tablets —NMT + 5 %/
: 18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PacTteopenue

98%, 99%, 99%, 98%, 99%, 99%

Not less than 75 % (Q) of labeled amount of
C3H12N-05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
nHomuHansHoro coaepxkanus Ci3sHi2N2OsS
(HuMecynun) depes 45 MUH.

5 Water / Boaa

26 %

Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks: The Product conforms to ND /
Ipumeuanue: [Tpoaykr coorsercTByeT Tpedosannsim HJT

Conclusion: APPROVED /
Jaxiouenue: OJJOBPEHO

Prepared by /
INoxprotorneno: Ramakant

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxkep / PykoBoanTtens

Amit Kumar i
N >
i

Ao
Print Date /

Iara: 15.11.2022

Print Date /
Jara: : 15.11.2022

Print Date /
Jata : 15.11.2022
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JdaTa npou3BoACTBA

Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tadnerku 100 Mr

Batch No / 1 V2202338 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O0beM cepun 25,00,000 TabneTok
Analytical Report No / : 890001627177 Date of Analysis / : 15.11.2022
AvaauTHyeckuil oryeT No Jlara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

Ionex a0 (BK)

Analysis performed according to ND / Ananus nposeaex 1no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne

Test / [loka3aTenb

_Spetﬁcaﬁon / Hq;ﬁ

6

Result / Pesynstathbi
Related substances / PojicTBeHHbIe TTPHMECH

Impurity A / [pumecs A

Impurity B / IIpumecs B
Impurity C / TIpumecs C
Impurity D / [Ipumece D
Impurity E / TTpimecs E
Impurity F / Tlpumecs F

Below limit of detection (LOD:

0.0019%)
0.01%
Not Detected
Not Detected

0.0062%)

Below limit of detection (LOD:

Below limit of detection (LOD:

[NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gosee 0,20 %
NMT 0.20 % / He Gosnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

0
Any unknown individual 0.0045%) NMT 0.20 % / He 6onee 0,20 %
impurity / EaxH1uHas 0.02%
HeuJeHTHDUUUpYEMan
npumMech
Total impurities / Cymma 0.05 % NMT 1.5 % / He Gonee 1,5 %
npumecei
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more
OAHOPOAHOCTH A03UPOBAHUA than 15.0 / [TokazaTenb npHeMieMocTH (AV)
nosket] 6LITL He 6onee 15,0
8 | Microbial limits / MukpoGuoaorsseckas Y4ucTora .
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
| count / Obwee unucno Menee 10 KOE/r He 6onee 1000 KOE/r
- a9pOOHBIX MUKPOOPIaHW3MOB
L |

Remarks: The Product conforms to ND /
IMpumeuanne: [IpoayKT COOTBETCTBYET TPeOOBAHUAM HJ

Conclusion: APPROVED /
Zaxmaouenne: OJJOGPEHO

Prepared by /
[Moarortosieno: Ramakant

Aol

Checked by /
I[TposepeHo: Pardeep Kumar

.

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pyxosonurens

Amit Kumar /X(':,E:'—"fr

Print Date /
Harta: 15.11.2022

Print Date /
Hara: : 15.11.2022

k]

Print Date /
Nara ; 15.11.2022
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Product Nisc tablets 100 mg

TlpoaykT Haiia®. Tadaerxu 100 Mr I
Batch No / 1 V2202338 Batch Quantity / : 25,00,000 tablets /

Cepusi Ne Obnem cepun 25,00,000 TadneTok
Analytical Report No / : 890001627177 Date of Analysis / : 15.11.2022
AHanuTHUecKHil oTyeT No JaTta ananu3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

Jata npon3BoACTEA Togen ao (BKiT)

Analysis performed according to ND / Ana/iu3 npoBeieH no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne | " Test / [lokaszaTenb

Result / Pe3yanTaTsl |

Specification / H opma

|

b) Total combined yeasts and
mould count / Of11ee 4nco
JPO}OKEBBIX U TTIECHEBBIX
rpnboB

“Less than 10 CFU/g / '
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

9 | Assay/ KonnuecrBeHHOE
onpeneeHne

Absent /
OTCYTCTBYET

Shall be absent in_lgf
JlomKHbl OTCYTCTBOBATL B 1 T

99.4 mg/99.4 mr

Not less than 90.0 mg and not more than
110.0 mg C13H2N-OsS Nimesulide in tablet /
Or 90,0mr gmo 110,0wmr Ci53H2N20sS8
(HuMecynun) B Tabnerke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Ta6merox B|carton. / Ilo 10 Tabnetok B BX /
[IBX/amomunues oM 6mrctepe. o 3 | amomunnenom Gauctepe. Ilo 1, 2, 3 wnu 10
GrncTepa BMECTE ¢ MHCTpYKIMeH 1o | GlucTepoB  BMECTE  C WHCTPYKLIMEH o
NPHMEHEHHIO B TTaUKy KapTOHHYIO. | MPHMEHEHUIO B TaYKy KapTOHHYIO.

11 |Labeling / MapkupoBKka Complies as prescribed / According to ND / ]
CooTBeTCTBYET TPEOOBAHUAM | B cooreetcTBrM ¢ HJ
| —— —
12 | Storage conditions / Store protected from light below 25°C / B 3auiuiueHHOM OT CBETa MECTS npu
XpaHeHue Temmneparype He Bbie 25°C
| 13 | Shelf life / Cpok roauoctu 3 years / 3 rona

Remarks: The Product conforms to ND /
Ipumeuanue: [IPOYKT COOTBETCTBYET TPEOOBAHUAM HI

Conclusion: APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by /
Ionrotonneno: Ramakant

ok

Checked by /
I[Tposepeno: Pardeep Kumar

=

-

Approved by: Manager / Executive /
Onobpeno: Menempxep / PyxoBoauTeib

Amit Kumar SN
—

Print Date /
Hara: 15.11.2022

Print Date /
Iata: : 15.11.2022

Print Date /
Jlata : 15.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




