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CERTIFICATE OF ANALYSIS
CEPTH®HKEAT AHAJN3A

Page 1 of 3/ Ctp. 1 u33

Product : Nise tablets 100 mg

TMpoaykT : Haiizw, Tabnetkun 100 mr

Batch No / : V2201960 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001644939 Date of Analysis / : 01.10.2022
AHaTUTHYECKHIT 0T4yeT No JlaTa avaamnsa

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

JaTa npon3BOACTBA Toaen go (BKJI)

Analysis performed according to ND / Anaaus nposeaen no H/I: 1 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 / IToxasareb Result / PeayabTaThl Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
| smooth surface. / Benble ¢ XenroBaTeM
OTTEHKOM KpYTJIbie JBOSKOBBITYKIblE TAONETKH
C [JIAZIKO# MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoannuHOCTL chromatogram of test solution should
| correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
‘ under Assay / Bpems yaepaxH1BaHHs OCHOBHOTO
MMKa Ha  XPOMaTorpaMM€  HCIBITYEMOro
pacTBopa HOJDKHO COOTBETCTBOBATHL BPEMEHH
yIepKHUBaHHS OCHOBHOI'O nvka Ha
XpoMmaTorpaMMme  pacTBopa  CTaHHapTHOro
obpa3sua HUMeCynuaa (pazmen
«KonuuecTBeHHOE OMpefieNIeHUE)

3 | Average weight and mass  312.6 mg/312.6 mr 1310mg = 5.0 % /310 mr+ 5,0 %

unifosaiity/ACREnHinacea Complies / CooTBeTcTBYET 18/20 tablets - NMT £ 5 % /

U OAHOPOXHOCTH MACCHI
i AHOPOA 18/20 Tabnetok — He Honee = 5 %

' 2/20 tablets - NMT + 10 % /
2/20 Tabnerox — He G6onee = 10 %

4 ‘Dissolution / PacTBOpeHuUe 96%, 96%, 96%, 96%, 95%, 95% | Not less than 75 % (Q) of labeled amount of

C13H,2N>05S Nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot

| HoMuHaneHoro cogepxands C3H2N20sS
' ‘ (unmecynun) uepes 45 MUH.

5 |Water/Boaa 2.7% Not more than 6.0 % w/w / He Gonee 6,0 % |
Remarks: The Product conforr_ns toND / Conclusion: APPROVED / ]
TIpumeqanne: [IpoayKT cooTBeTCTBYET TpeboBanusM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: Ankit IIposepeno: Ramakant Opo6peno: Meuemxep / Pyxosonurens

' Pavan Kumar Sharma s —o
e e
Print Date / Print Date / Print Date /
Hara: 01.10.2022 Hara: : 01.10.2022 Hata : 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
CTN: T.R5195AP1984PLC004507
www.drreddys.com
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Product : Nise tablets 100 mg

[IpoaykT :  Haiiz®, Tabnerxu 100 mr

Batch No / 1 V2201960 Batch Quantity / : 25,00,000 tablets /
Cepna No O6bem cepun 25,00,000 rabneTok
Analytical Report No / 1 040001644939 Date of Analysis / : 01.10.2022
AHAIHTHYECKHT 0TYeT No Jlara anannsa

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

Jara npomsoncrea Toaen ao (8xn)

Analysis performed according to ND / Anaaus nposeaen no HJI: I1N012824/03-1401 19 (amend Na 1 from 08.06.2020 /
n3m. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / TlokaszaTenn [ Result / Pesynurarer i Specification / Hopma i
6 |Related substances / Poacrsennble npimecs ) . |
1 0, ~ B 1]
Impurity A / Tlpumccs A Below Limit Of Detection (LOD: NMT 0.20 % / He Gosee 0,20 %
0.0019%)

[mpurity B / TTpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Imputity C / [pumecs C Logeteetes NMT 0.20 % / He 6onee 0,20 %

Impurity D / lMpumecs D NopRaettcd NMT 0.20 % / He 6onee 0,20 %

g 0.02%
Impurity E / ITpumecs E s NMT 0.20 % / He 6onee 0,20 %
Not Detected

Impurity F / TIpumecs F NMT 0.20 % / He 6onee 0,20 %

| Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Exnunynas
HEMIOEHTHQHLHUpYeMas
npuMech

Total impurities / Cymma 0.10% NMT 1.5 % / He Gonee 1,5 %

TIpUMeEceH

"7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more
OaHOpOAHOCTL A03HPOBAHUS than 15.0 / [Tokazarens npuemiaeMocTH (AVY)
nomkeH ObiTh He Bonee 15,0
8 | Microbial limits / MukpoGuonorudeckas YHCTOTa

a) Total aerobic microbial <5 CFU/g/ Not more than 1000 CFU/g /

count / O6wee ancno <5 KOE/r He 6osee 1000 KOE/r

| a3pO6HLIX MUKPOOPraHHIMOB

! |

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

Tpumeqanue: [Tpoaykr coorsercrayet Tpedosanuam HJT 3akaoyesune: OJOBPEHO

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

IoaroroeneHo: Anki ITporepeno: Ramakant Onobpeno: Menemxep / Pyxosomrrenb
Zﬁ/ @ Pavan Kumar Sharma - £_;"_,__;:;:-/‘,

Print Date / Print Date / Print Date /

Jara: 01.10.2022 Hara: : 01.10.2022 Hara : 01.10.2022

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

CEPTHOUKAT AHAJII3A
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JlaTta npoH3BOACTBA

Product Nise tablets 100 mg

MpoayxTt : Haiiz®, Tabnerku 100 Mr

Batch No / ¢ V2201960 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne Oonem cepuu 25,00,000 TabneTok
Analytical Report No / : 040001644939 Date of Analysis / : 01.10.2022
AHAINTHYECKHIT oTHeT Ne JaTa aHannsa

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

I'ogen o (BK0)

Analysis performed according to ND / Auanns nposenen no H/I; T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

| N Test / Ioxasatens Result / PCS.V_J'Ib-TaT; Speciﬁcatior_l/ Hopma ‘!
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / |
| mould count / OBuiee uncno Menee 10 KOE/r He 6oaee 100 KOE/r .
OPOXIKEBBIX W NIECHEBLIX |
rpubos
¢) E. coli Absent / Shall be absent in 1g/ o
OTtcytcTBYET JomxkHebt oTcyTcTBOBaTs B 1 1t
9 |Assay/Koanuecreenuoe 101.5 mg/ 101.5 mr Not less than 90.0 mg and not more than
| onpenenenue 110.0 mg C;3H|>2N~0sS Nimesulide in tablet /[
Or 90,0mr pmo 110,0 Mr C3H;3N20OsS
(unmecynun) B Tabnetke
" 10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 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. / [To 10 Ta6nerok Bfcarton. / Ilo 10 Tabnerok B IIBX /
MBX/amomuxrer om 6nuctepe. Io 2 | amomunresom Gaucrepe. Ilo 1, 2, 3 unu 10
bnucrepa BMecTe ¢ MHCTpYKUMEH NO [O6aMCTepoR  BMeCTe € HHCTpyKUMeH no|
MPUMEHEHKIO B Na4Ky KaPTOHHYIO. | IPMMEHEHUIO B MaYKy KAPTOHHYIO. I
11 |Labeling / MapKnpomca__ ' C_o'mp'li_es_as_prescribed/ According to ND / _ ;'
CooTBETCTBYET TpedOBaHUAM B coorBercreuu ¢ HI|
12 |Storage conditions / Store protected from light below 25°C / B 3alIMINEHHOM OT CBETa MECTE MpPH
XpaHenue TeMIepaType He Briie 25°C
13 |Shel life / Cpox roasocth 3 years/ 3 rona

Remarks: The Product conforms to ND /

Ipumeqanue: [Ipogyxt cootBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axnwouenune: OJOBPEHO

Prepared by /
INoarorosaeno: Ankit

Checked by /
TIpoeepeno: Ramakant

Approved by: Manager / Executive /
OnoGpeno: Menenxep / f?yxoao.an"rens
Pavan Kumar Sharma _ -_-la-.-._ s

.,//

Print Date /
Hara: 01.10.2022

Print Date /
JHara: : 01.10.2022

Print Date /
Jara : 01.10.2022
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