Dr.Reddy'’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Page 1 of 3/ Crp. 1 u33

Product : Nise tablets 100 mg

Mpoaykr  : Haiis®, Tadnetku 100 mr

Batch No / 1 V2201959 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo6bemM cepumn 25,00,000 tabnetox
Analytical Report No / : 040001644789 Date of Analysis / : 01.10.2022
AHARUTHUYEC KNI 0T4eT No JlaTa anajausa

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

Jlata npou3BOACTBA Iopen no (Bra)

Analysis performed according to ND / Ananus nposeaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
[3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

| N | Test / IlokazaTenn | Result/ Pesyabtarhi | Specification / Hopma |

1 | Description / Onucanue Complies / CooTBeTCTBYET | Yellowish white round biconvex tablets with
smooth surface. / benmble ¢ KenTOBATLIM
| OTTEHKOM KPYIJIbIE JBOSKOBBIITYK/bIE TAONETKH
‘ | € ragKoN MOBEPXHOCTLIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the

IoaauHnOCTL chromatogram of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>KuUBaHHs OCHOBHOTO |
NMKa Ha  XpoOMaTorpamMMe  HCILITYEMOIO
pacTsopa JOJDKHO COOTBETCTBOBAThL BPEMEHH

yIoepKHBaHUA OCHOBHOTI'O nvka Ha
XpoOMarorpaMmMe  pacTBopa  CTaHAapTHOro
obpa3ua HUMecyauia (pasmen
«Kom14ecTBEHHOE OMpPEAENICHHEN)
3 | Average weight and mass 309.3 mg/309.3 mr 310 mg +£5.0% /310 Mmr= 5,0 %
pniformiyriCpenngs Macc Complies / CooTBeTcTBYET 18/20 tablets —NMT £ 5 % /

H OTHOPOJHOCTH MACCHI
P 18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 | Dissolution / PacTBopeHnue 97%, 96‘V;96%, 96%, 96%, 96% ‘Not less than 75 % (Q) of labeled amount of h
| C3H,2N-0sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

nomuHanbHoro cogepkanust Ci3HaN-OsS
(uumecynun) yepes 45 MUH.

5 |Water /Bona 26% "Not more than 6.0 % w/w / He Gonee 6,0 %
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanne: [Tponykt coorsercTByeT Tpedosaniam HJJ 3aknoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMTogrorosneHo: Ankit ) ITpoeepeno: Ramakant OnobpeHo: Menemxkep / PykoBoauteb

ﬂ W Pavan Kumar Sharma -,
Print Date / Print Date / Print Date /
Jara: 01.10.2022 Jara: : 01.10.2022 Jara : 01.10.2022

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



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page2 of 3/ Crp. 2 u33

Product : Nise tablets 100 mg

Mpoayxr @ Haiiz®, Tabnetku 100 mr

Batch No / : V2201959 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepnu 25,00,000 Tabnerok
Analytical Report No / : 040001644789 Date of Analysis / : 01.10.2022
AHanuTHdecKuii oTuer Ne JlaTa ananunsa

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

JlaTa Ipon3BoACTBa T'oaen no (BKA)

Analysis performed according to ND / Ananus nposeaes no HJL: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / NokaszaTesb | Result / PesyabTaTnl | Specification / Hopma -
6 |Related substances / Poacreenubie npuvecy B - ]
- 90, 0
Impurity A / Ilpumecs A Below Limit Of Detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0019%)
[mpurity B / Ipumecs B 0.01% NMT 0.20 % / He 6onée 0,20 %
| Impurity C / Ipumece C NgEPeeesr [NMT 0.20 % / He 6onee 0,20 % .
Impurity D / TTpumece D TPEDEEsted NMT 0.20 % / He 6onee 0,20 %
0.02%
Impurity E / [Ipumeck E NMT 0.20 % / He 6onee 0,20 %
Not Detected
Impurity F / Tlpumecs F NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EauHuunas
HeuaeHTHOULUpYemast
MpHUMech
Total impurities / Cymma 0.10% NMT 1.5 % / He 6onee 1,5 %
N npuMeceit i
7 | Uniformity of dosage units / ' 3.0 Acceptance value (AV) should be not more
OaHOPOAHOCTH A03HPOBAHHUS than 15.0 / [Tokasatens npuemiaemoctu (AV)
oykeH 6Tk He Honee 15,0
8 |Microbial limits / MukpoOuosornueckas 14cToTa
a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g /
| count / Obuiee uncno <10 KOE/r He Gonee 1000 KOE/r
a3pO6HBIX MHKPOOPTaHH3MOB

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

Ipumeuanne: [Tpoaykrt coorBeTcTBYeET Tpebosanusam HI 3axmodenue: OJJOGPEHO

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

INoarorosnexo: Ankit | [Tposepeno: Ramakant Onob6peno: Menemxep / PyxoBoauTesnb
[A/ w Pavan Kumar Sharma V

Print Date / Print Date / Print Date /

Jara: 01.10.2022 Jara: : 01.10.2022 Iara : 01.10.2022

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



Dr.Reddy’s “:’. |

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Page3 of 3/ Crp.3 u3 3

Product Nise tablets 100 mg

Ilpoaykr Haiz®, Tadnerxky 100 Mr

Batch No / 1 V2201959 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oobbem cepun 25,00,000 tadnerox
Analytical Report No / : 040001644789 Date of Analysis / : 01.10.2022
AHanuTHUYeCKHA oTyeT No JlaTa ananusa

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

JlaTa npou3BoOACTBa Iogen ao (BKX)

Analysis performed according to ND / Anaaus nposeaen mo HJ1: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [loka3zaTenn

b) Total combined yeasts and
mould count / Of1ee uncno
JIPOACKEBBIX U TIECHEBBIX

| rpudos

Result / Pe3yabTatni

__Speciﬁcation/ Hopma

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

| Not more than 100 CFU/g /
'He Gonee 100 KOE/r

¢) E. coli

Absent /
OTcyTcTRYET

Shall be absent in 1g/
JIOMOKHBI OTCYTCTBOBATH B 1 T

9 | Assay/ KoauuecrseHnoe
onpejeneHne

|
|

99.4mg/99.4 Mr

Not less than 90.0 mg and not more than
110.0 mg C;3H2N-OsS Nimesulide in tablet /
Or 900mr mo 110,0mr C)3H;pN20sS
(numecynun) B Tabnerke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B I[IBX /
[IBX/anomunmnes om Grnucrepe. [o 2 | antomunueBom onuctepe. Ilo 1, 2, 3 uau 10
| GJKMcTepa BMECTE C MHCTPYKUMEH MO | ONUCTEpOB  BMECT€ C  HMHCTPYKUMEH 110
| NPUMEHEHMIO B MaYKy KAPTOHHYIO. | MPUMEHEHHIO B MAYKY KAPTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / ~ | According to ND / = |
CooTBeTcTBYET TpeOOBaHUAM B coorBercrenn ¢ HJ{
| 12 |Storage conditions / Store protected from light below 25°C / B 3aliMIiEHHOM OT CBeTa MeCTE MPH
| XpaHenue TeMIeparype He Bolie 25°C
13 | Shelf life / Cpok rognocTH 3 years/ 3 rona o

Remarks: The Product conforms to ND /
IMpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusM HJI

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by /
IToarotrosneno: Ankit [Tporepeno: Ramakant
K W
Print Date / Print Date / )
Jata: 01.10.2022 Hara: : 01.10.2022

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosoaurens
Pavan Kumar Sharma '

Print Date /
Jara : 01.10.2022

=
e
o _l_,/'

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

CIN: L85195AP1984PLL004507
www.drreddys,com




