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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOUKAT AHAJIU3A
Page 1 of 3/ Crp. 1 u3 3

Product : Nise tablets 100 mg
MpoaykTr :  Haiiz®, Tabnerku 100 mr
Batch No / 1 V2202369 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tadnerox
Analytical Report No / : 890001627974 Date of Analysis / : 19.11.2022
AHaMTHYeCKHUI oT4eT Ne Jata anaausa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025
JlaTa npon3BoAcTBa ToaeH a0 (BK)
Analysis performed according to ND / Ananu3s nposeaen no H: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / INoka3zarenn | Result / PesyabTaTh!

Specification / Hopma |

1 | Description / Onucanmne Complies / CooTeercTByET

Yellowish white round biconvex tablets with:
smooth surface. / Bejible ¢ KeJITOBaTHIM
OTTEHKOM KpYTJible IBOSKOBBIMYKJIbIE Ta0NeTKN
C r1aaKoH NOBEPXHOCTHIO.

2 |Identification / Complies / CooTBercTBYET
MognnsnocTs

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 / Bpemst yaep>kMBaHHsi OCHOBHOI'O
nuKa Ha  XpoOMarorpaMme  HCIBITYEMOTO
pacTBOpa AOIDKHO COOTBETCTBOBATH BPEeMEHH
yIaep)KUBaHUA OCHOBHOTO MHKa Ha
XpoMaTorpamMme  pacTBOpa  CTAHIapTHOro
obpasua HUMECYT1Aa (pazmen
«KonnuecTBeHHOE OripeaeneHre»)

3 szerage weight and mass 311.6mg/311.6 mr
uniformity / Cpexnas macca
M 0JHOPOJHOCTb Macchl

Complies / CooTBeTcTBYET

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

18/20 tablets - NMT = 5 %/
18/20 TabneTok — He Honee £ 5 %

| 2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Gosee = 10 %

4 | Dissolution / PacTrBopenne 99%, 100%, 98%_, 98%, 99%, 99% | Not less than 75 % (Q) of labeled amount of

Ci3H15N>0sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHaneHoro coaepxkanus Ci3HpN>OsS
(aumecynun) yepes 45 MUH.

5 Water / Boaa 24 %

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

Remarks: The Product conforms to ND /
ITpumeuanne: IpoaykT coorBeTcTBYET TpeboranusaM HJJ

Conclusion: APPROVED /
3akarouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

ITonrotorneno: Ankit [TpoBepeno: Ramakant Onobpeno: Menemxep / Pykosoaurens
A @(‘L@ Amit Kumar (SC -\y

Print Date / Print Date / Print Date / .

Hara; 19.11,2022 Mara: : 19.11.2022 Nata : 19.11 2022
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CEPTH®UKAT AHAJIN3A
Page 2 0f 3 /Crp. 2 u3 3

Product Nise tablets 100 mg
IMpoaykT Haliz®, tabnerkn 100 mr
Batch No / 1 V2202369 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Ob6bem cepum 25,00,000 rabnetok
Analytical Report No / : 890001627974 Date of Analysis / : 19.11.2022
AHAJMTHYECKHH oTYeT No Jlara ananusa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025
JlaTa npon3BoacTBa I'onen g0 (BK)

Analysis performed according to ND / Anaaus nposejen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

[ Ne

T_gst / Tloka3zaTeJib

Result / PesyabTaTsl

6 |Related substances / PogcTBeHHbIe npumMecu

Specification / Hopma

Impurity A / Ilpumecs A

iNMT 0.20 % / He 6onee 0,20 %

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

NMT 1.5 % / He 6onee 1,5 %

Bcelow limit of detection (LOD:
0.0019%)
[mpurity B / IIpumecs B 0.02%
Impurity C/ Ilpumeces C INoHPlestcd
} stect
Impurity D / Ilpumecs D P e
. Below limit of detection (LOD:
Impurity E / Ilpumecs E | 0.0062%)
Impurity F / ITpumecs F
Not Detected
Any unknown individual .
impurity / Enunnunas 00l
HeuaeHTUbUUHMpYeMas
npHMeCh
Total impurities / Cymma 0.03%
npumecei
7 | Uniformity of dosage units / 3.0
OaHOpPOJHOCTH A03MPOBAHUS
8 |Microbial limits / Muxpo6uosiornueckast 4ncToTa B

a) Total aerobic microbial
count / Ob1iee yncno

a3pOOHBIX MUKPOOPraHU3MOB

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

| Acceptance value (AV) should be not more

than 15.0 / ITokazaTens npueMaeMocTH (AV)
noskeH ObITh He Gonee 15,0

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks: The Product conforms to ND /
IIpumedanne: [IpoaykT cootBeTcTBYET Tpebopanuam HJT

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloxroroBneno: Ankit A Iposepero: Ramakant Onobpeno: Menemxep / Pykosonurens
@ LT Amit Kumar R
& Bk =
Print Date / Print Date / Print Date /
Hata; 19,11,2022 HaTa: : 19.11.2022 TaTa : 19.11.2022
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CEPTHO®UKAT AHAJIHU3A

Page3of3 /Crp.3 u3 3

Product : Nise tablets 100 mg

INMpoaykr  : Haiiz®, Tabnerku 100 mr

Batch No / 1 V2202369 Batch Quantity / : 25,00,000 tablets /
Cepusa No Ob6bem cepin 25,00,000 TabneTox
Analytical Report No / : 890001627974 Date of Analysis / : 19.11.2022
AHanTuTHUecKH oTueT No JlaTa ananusa

JaTta npousBoacTea

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

‘FoueH o (BKJI)

Analysis performed according to ND / Auanus nposegen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne ] ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne ‘Test / IlokazaTenn ! Result / PesynbraTh! Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obuiee uwncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX H [LIECHEBLIX
rpubos
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcrByer JomiHbl OTCYTCTBOBATL B 1 1
9 |Assay/ KonnyectBenunoe 99.7mg/99.7 mr Not less than 90.0 mg and not more than
onpeneseHue 110.0 mg Ci3H;>N>OsS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr C3H;2N-OsS
(numecynun) B Tabnetke

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 Tabnetok B|carton. / Ilo 10 rtabnerox B IIBX /
[BX/amomunuer om 6nucrepe. 1o 3 | antomuuuesoM Gnuctepe. Mo 1, 2, 3 wmu 10
OnucTepa BMECTE C UHCTPYKLMEH M0 |GNIMCTEPOB  BMECTE ¢ HMHCTpYKUHEH Mo

11| Labeling / MapkupoBka

MPUMEHEHHIO B Ma4YKy KAPTOHHYIO. | IPUMEHEHHIO B MAYKy KaPTOHHYIO.
Complies as prescribed / According to ND /
CooTBeTcTBYET TpeboBaHUAM | B cootBercTsuu ¢ H]J

12 |Storage conditions /
XpaHnenue

Store protected from light below 25°C / B 3ALMIIEHHOM OT CBETAa MeCTe IpPH
Temreparype He Beiie 25°C

| 13 | Shelf life / Cpok rognocTu
1 -

13 years /3 rona

Remarks: The Product conforms to ND / Conclusion: APPROVED /

IIpumeyanne: [Tponyxt coorBeTcTBYET TpeGoBanuam HJL 3aknwuenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[oarorosnerno: Ankit ) IIpoBepero: Ramakant Onobpeno: Menemkep / Pykosoaures
ﬂ/ M Amit Kumar A y

Print Date / Print Date / Print Date / '

Hara: 19.11.2022 Mata: - 1911 2077 Jlara : 19,11.2022
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