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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg

Ipoaykr Haiiz®, tabaerku 100 mr

Batch No / 1 'V2202484 |Batch Quantity / : 5000000 tablets /
Cepusi Ne |O6bem cepum 5000000 TabneTtok
Analytical Report No / : 040001701573 Date of Analysis / : 06.12.2022
AHAJHTHYECKHI oTyeT Ne JlaTa anann3za

Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025

JlaTa npon3BoacTBa Foaen no (BKu)

Analysis performed according to ND / Anaau3 nposeaen mo HJ/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3am. Ne 3 or

28.09.2022)

No Test / [TokasaTeanb
1 |Description / Onucanue

2 Identification /
IMoannHHOCTH

Result / PesysabTaTnl
Complies / CooTBeTCTBYET

Specification / Hopma

| Yellowish white round biconvex tablets with

smooth surface. / bBenwle ¢ XenToBaTbiM
OTTEHKOM Kpyrible JIBOSIKOBBIMTYKJIBIC |
TabJIETKU € TNaAKOM MOBEPXHOCTEIO.

Complies / CooTBeTCTBYET

3 | Average weight ‘and mass
uniformity / Cpegusisi macca
H OHOPOJHOCTH MACCHI

312.4mg/3124 mr

in Nimesulide standard solution
chromatogram under Assay / Bpems
yIepKUBAHUS OCHOBHOTO nuKa Ha
XpOMaTOrpaMMe  HCTIBITYEMOTO  pacTBopa
[ momxHo COOTBETCTBOBATh BpPEMEHH
yIEepXUBaHNS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOIO
00pasLy HUMECYIMUL (paspen

The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak

«KonnuecTBeHHOE ONpenesieHHE»)
310 mg+5.0% /310 Mr+£5,0%

18/20 tablets —-NMT % 5 % /
18/20 tabnerok — He Gosee = 5 %

2/20 tablets - NMT = 10 % /
2/20 tabnerok — He Gonee = 10 %

4 | Dissolution / PacTreopenne

98 %, 97 %, 97 %, 97 %, 95 %, 97 %,

Not less than 75 % (Q) of labeled amount of
Ci13H1»N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q)or |

Remarks : The Product conforms to ND /
IIpumeuannc: [Tpoaykr coorBercTnyeT Tpedopanusm HJI

Conclusion : APPROVED /
Zarxniouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moarorosneno: ., IIpoBepeHo: _| Onobpeno: Menemxep / PykoBogurenb
Naresh Kumar @} Himesh I\W Manoj Kumar !\’ﬁéﬁ,ﬁ‘.—-—:
Reprint Date / Reprint Date / Reprint Date /

Hata: 06.12.2022 Hara: 06.12.2022 Hara: 06.12.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page 2 of 4/ Crp.2 uz 4

JlaTa npou3BOACTBA

Product Nise tablets 100 mg

Mpoaykr Haiiz®, Tabnetkn 100 mr

Batch No / 1 V2202484 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepun 5000000 Tabnerox
Analytical Report No / : 040001701573 Date of Analysis / : 06.12.2022
AHaauTH4yeckHii oryeT No Jara ananusa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025

Iogen xo (BK)

28.09.2022)

Analysis performed according to ND / Anann3 nposeaen mo HJI: IT1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot

N Test / [Tokazarenn

"5 | Water / Boga 2.0% wiw

Result / PesyabTaTel

[ Specification / Hopma_ |
HoMuHansHoro copepxanus Ci3Hi2N>OsS
(HuMecynua) uepes 45 MHH.

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

6 |Related substances / PojcTBeHHBIE npuMecH

Impurity C / ITpumecs C
Impurity D / Ilpumecs D

0.0049% )
Tmpurity F/ TIpumech F

Impurity F / IIpuMecs F

Any unknown individual
impurity / EnuHuuHas
HeupeHTUUIHpYyeMast
NpHUMEChH

0.03 %

Total impurities / Cymma 0.06 %

nprumecer

7 | Uniformity of dosage units / | 3.7

Impurity A / Ilpumecs A Below LOD (LOD = 0.0019%) /
| Hwxe npenena obnapyxenus (10 =
0.0019%)
Impurity B / IIpumecs B 0.01%

| Not detected / He obHapy»eHa

Below LOD (LOD = 0.0049%) /
Hwxke npenena obuapyxenus (ITO =

Not detected / He 06HapyxeHa

Not detected / He ob6HapyxeHa

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 Gonee 0,20 %
|NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more

Remarks : The Product conforms to ND /
IMpumeuanne: [TponyxT cooTBeTCTBYET TpeboBanusam HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
IToarotoBieHO:
Naresh Kumar @

~-

IlpoBepeHo:
Himesh M}Manoj Kumar

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoanTeb

'@) L

Reprint Date /
Jara: 06.12.2022

Reprint Date /
Hata: 06.12.2022

Reprint Date /
Hara: 06.12.2022

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
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 3 of 4/ Crp.3 uz 4

Product : Nise tablets 100 mg
Hpoaykr : Haiis®, tabnerku 100 mr
Batch No / 1 V2202434 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepun 5000000 tabnerok
Analytical Report No / : 040001701573 Date of Analysis / : 06.12.2022
AHaJIUTHYECKHIT oTueT N JlaTa aHaJan3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JlaTa npou3sBoACTBA I'ogen mo (BKII)
Analysis performed according to ND / Anaans nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Iloxasatens Result / PesynbTater | __ Specification / Hopma_ o
OAHOPOAHOCTH J03MPOBAHHUS than 15.0 / Ilokazatesie npueMaeMocT (AV)

JoJokeH OpITh He Gonee 15,0

8 | Microbial limits* / MukpoGHoJioTHYecKast YHCTOTA*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / ObLiee yncIo He 6onee 1000 KOE/r
aspoOHBIX MUKPOOPraHH3MOB
|b) Total combined yeasts and | Not Applicable Not more than 100 CFU/g/
mould count / O6uee yucno He Gonee 100 KOE/r
IPOMOKEBBIX U MJIECHEBBIX |
rpuboB
¢) E. coli : Not Applicable ' Shall be absent in 1 g/ -
JIoJKHBI OTCYTCTBOBaTh B 1 T :
9 | Assay/ KonuuecTrenHoe 101.2mg/101.2 Mr lNot less than 90.0 mg and not more than
onpejeeHHne 11U.U mg UisHiaN2UsS Nifesulide 1n tablet /

Or 90,0mMr mo 110,0mr Ci3H2N20sS
(uumecynun) B Tabnerke

10 |Package/ YnaxkoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabmerok B|carton. / ITo 10 Tabmerox B IIBX /

[MBX/amomunneBoM Onuctepe. [lo 2 |amomuuueroM 6muctepe. Ilo 1, 2, 3 mm 10
6aucTepa BMecTe C MHCTpYKLMed Mo |6nucTepoB BMECTe C  HHCTPYKUMEH 1Mo
TNMPUMEHEHUIO B NMAaYKy KapTOHHYHO. NMPUMEHEHUIO B MAYKy KapTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /

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

Ipumeyanne: [IponykT coorsercTByeT TpeboBannam HJI 3akioyenue: OJOBPEHO

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

IToaroToBJieHo: IIposepeHo: : .| Onobpeno: Menemxep / PykoBoaurens

Naresh Kumar //, Himesh IW Manoj Kumar = L

: Mgl
Reprint Date / Reprint Date / Reprint Date /
JTara: 06.12.2022 Hara: 06.12.2022 Hara: 06.12.2022

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
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 4 of 4/ Crp. 4 n3 4
Product : Nise tablets 100 mg o
Mpoaykr  : Hais®, tabnerku 100 mr
Batch No / 1 V2202484 Batch Quantity / : 5000000 tablets /
Cepus Ne Obwem cepun 5000000 Tabnerok
Analytical Report No / : 040001701573 Date of Analysis / : 06.12.2022

AHAJUTHYECKHH oTyeT No JlaTta anaan3za

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025

JlaTa npou3BoOACTBA I'open go (BKI)

Analysis performed according to ND / Ananus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

Ne W Test / [lokazaTenan Result / PesyabTaTsl Specification / Hopma
| CoOoTBeTCTBYeT TpeOOBaHUAM B cootserctBuu ¢ HJI,
12 | Storage conditions / Store protected from light below 25°C / B 3ammmeHHOM OT CBeTa MecTe npu
| Xpanenue Temneparype e Bolie 25°C
‘. 13 | Shelf life / Cpox rognocTu 3 years / 3 rona - o

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AHanu3 IO MOKa3aTeNlo «MHKpOOHOIIOrHYecKasl YHCTOTa» TPOBOJZMTCA TMPOUIBOAMTENEM MPU BbINYCKE MEPUOANYECKU
(c MHTepBANIOM OHO UCMBITaHKME Ha 20 cepyit WM He MeHee 1 pasa B rox). ITokasatens MOXeT 6bITh He BKIto4YeH B CepTrdukar

aHanu3a GUPMBIL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITponykT cooTBeTCTBYET TpeboBanusM HJT 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotroBneno: _‘ IIposepeno: | Onobpeno: Mesemxkep / PykoBoanTEhL
Naresh Kumar @?/ Himesh l&gm/g)j‘(,/) Manoj Kumar E‘H,BL_L/LL/‘L
Reprint Date / Reprint Date / Reprint Date /

JHata: 06.12.2022 Hata: 06.12.2022 Hara: 06.12.2022

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



