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CERTIFICATE OF ANALYSIS

CEPTUHOHKAT AHAJII3A

Page 1 0of4/Crp.1uz 4

Product : Nise tablets 100 mg

Ipoayxr Haiiz®, tabnetku 100 Mr

Batch No / 1 V2202537 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabreTok
Analytical Report No / : 040001707455 Date of Analysis / : 15.12.2022
AHanuTHYeCKHi 0T4eT Ne Jara anaausa

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

Hara mpou3BoacTBa Togen go (BKT)

Analysis performed according to ND / Auaans nposenen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
N | Test / IToxazaTesb Result / PesyabTaTsl Specification / Hopma
1 |Description/ Onucauue Complies / CoOTBETCTBYET Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ >XenTOBaTHIM
OTTEHKOM KpyrJible JIBOAKOBEITYKJbIE
TabNETKH ¢ TIaJKOM MOBEPXHOCTHIO.

97 %,

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMoannHHOCTD chromatogram of test solution should
correspond to retention time of principal peak
in Nimesulide standard solution
chromatogram under Assay / Bpems
yIEPXKUBAHUS OCHOBHOTO MMKa Ha
XpOMaTorpaMme  HCTIBITYEMOTO  pacTsopa
IOJDKHO COOTBETCTBOBATh BPEMEHU
YACPKUBAHUS OCHOBHOT'O rnuka Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
obpazua HUMeCyIuaa (paznen
«KonH4ecTBEHHOE OTIPEACTIEHHEN)
3 | Average weight and mass 313.8 mg/313.8 mr 310 mg+5.0% /310 Mmr+5,0% |
‘;‘L‘ﬁ‘:{o’ggz H/ o(c:f:‘]‘“"a"c’;::a“a 18/20 tablets — NMT 5 % /
18/20 tabnerok — He Gonee £ 5 %
2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %
4 |Dissolution / PacrBopenue 101 %, 97 %, 97 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of

C;3H,2N-0sS nimesulide is dissolved in 45

minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND /
ITpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBaHusM HJ

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloarotorneHo: IIpoBepeno: Onobpeno: Menemxep / PykoBoauTeb
Ankit Ramakant . - Kusum Lata N S

Reprint Date / Reprint Date / Reprint Date /

Jlata- 14 12 20727 JaTa: 16.12.2022 Hata; 16.12.2022

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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JlaTa npou3sBOACTBA

Product Nise tablets 100 mg

Ipoaoykr Haiiz®, tabnerku 100 mr

Batch No / 1 V2202537 Batch Quantity / : 5000000 tablets /
Cepusa No O0bem cepun 5000000 TabneTok
Analytical Report No / : 040001707455 Date of Analysis / + 15.12.2022
AHAJMTHYECKHIT oTyeT No Hara ananansza

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

Togen po (BKT)

28.09.2022)

Analysis performed according to ND / Anasiu3s nposesen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot

Ne Test / IokazaTens

J.

Result / PesyabTathl

Specification / Hopma
HomHHanbHOro conepykanus Ci3HiaN>OsS
(numecynunn) yepes 45 MUH.

5 Water / Boaa 2.5% wiw

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

6 |Related substances / PoacTBeHHbIe NpHMecH

Impurity A / [Ipumecs A

0.0019%)
0.03%

Impurity B / IIpumecs B

Impurity C/ Ipumecs C

Any unknown individual
impurity / Enunu4nas
HeuaeHTUHLIHpYEMast
pUMech

0.02 %

Below LOD (LOD = 0.0019%) /
Huxe nmpenena obHapyxenus (ITO =

Not detected / He obHapyxeHa

i Yo/ (Dl pIAMEC L) Below LOD (LOD = 0.0049%) /
Huxe npenena obunapyxenus (I10 =
0.0049%)
| Impurity E / IIpumecs E Not detected / He o6HapyxkeHa
Impurity F / Tipumecs F Not detected / He o6HapysxeHa

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

Remarks: The Product conforms to ND /
ITpumeuanne: [Tpoaykt cootBeTcTBYeT TpeboBanusm HJ

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneno: ITpoBepeHo: Onobpeno: Menemkep / PykoBoauTenb
Ankit Ramakant . A Kusum Lata \__\‘\;_f L
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.12.2022 Jata: 16.12.2022 Jara: 16.12.2022

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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Product Nise tablets 100 mg

Ipoaykr Haiiz®, tabnerkn 100 mMr

Batch No / 1 V2202537 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepin 5000000 tabneTok
Analytical Report No / : 040001707455 Date of Analysis / : 15.12.2022
AHanuTHYECKHIi oTyeT No JlaTa aHann3a

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

JlaTa npou3BOACTEA T'ogen ao (BKJT)

Analysis performed according to ND / Ananus nposeaen no HJI: IT1N012824/03-140119 (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 / u3m. Ne 3 ot

OaHOPOTHOCTD K03UPOBAHMS

28.09.2022)
Mo Test / Ioka3aTenb Result / Pe3ynabTaThl Specification / Hopma
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
MpUMECEH
7 | Uniformity of dosage units / 33 | Acceptance value (AV) should be not more

than 15.0 / ITokasarens npuemiemoctu (AV)
noynkeH Otk He Gosee 15,0

8 | Microbial limits* / MukpoGuoJioruyeckas uMcrora*

a) Total aerobic microbial
count / O6uiee yucno
a3pOGHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and

| mould count / Obee umnciio
| JPOXOKEBBIX M IJIECHEBBIX
rpuboB

' ¢) E. coli

9 Assay / KosnuecTBeHHOE
| onpegesieHne

Not Applicable Not more than 1000 CFU/g /
He 6onee 1000 KOE/r
Not Applicable [Not more than 100 CFU/g /

He 6onee 100 KOE/r

Not Applicable

Shall be absent in 1g /
JIO/KHBEL OTCYTCTBOBaTb B 1 T

101.7 mg/101.7 mr

Not less than 90.0 mg and not more than
110.0 mg C13H12N-05S Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr C3HpN:20sS
(uumecynun) B TabneTke

Remarks: The Product conforms to ND /
Ilpumeuanue: IIpogykT cooTBeTCTBYeT TpeboBanusaM HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TToaroToBNIEHO; A ITposepeHo: - ;\/ﬂk > Opnobpeno: Menemikep /. PykoBoauTeNb
Ankit Ramakant ' Kusum Lata N W

—
Reprint Date / Reprint Date / Reprint Date /
Hata: 16.12.2022 JIata: 16.12.2022 Hata: 16.12.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2202537 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 040001707455 Date of Analysis / : 15.12.2022
AHaauTHYECKHIi oTyeT N Jlara ananusa
Date of Manufacture / : Nov-2022 Date of Expiry / 1 Oct-2025
JlaTa npoH3BOACTBA Topen ao (BKI)
Analysis performed according to ND / Ananns nposeaen nmo HJI: TIN012824/03-140119 (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 / m3m. Ne 3 or
28.09.2022)

Specification / Hopma
10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
antoMuunesoM oOnuctepe. Ilo 1, 2, 3 wu 10
OnucTEpOB  BMeCTE C MHCTpyKUWeH 1o

Result / PesyabTarel
10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[BX/amomunuresom 6Gmuctepe. Ilo 2
6aucTepa BMeCTe C MHCTPYKLHEH M0

No Test / [lokazaTtean
10 |Package/ YnakoBka

TMPUMEHCHHIO B MTAYKy KapTOHHYIO.

TIPUMEHEHHIO B NaYKy KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CootsercTByeT TpeGOBAHUIM

According to ND /
B coorsercreun ¢ HJ|

Store protected from light below 25°C / B 3alAIEHHOM OT CBETa MeCTE IpH
| Temneparype He Bele 25°C

12 | Storage conditions /
| Xpaneuue

13 | Shelf life / Cpok rogsHocT™ 3 years / 3 roga

*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.

* AHalM3 Mo mnokaszaTenio «MukpoBHOIOrMYeckas 4HUCTOTay» MPOBOAWTCA TPOUIBOAWTENEM MPH BBIMYCKE MNEPUOANYECKH
(C MHTEPBANOM OIHO MCHIbITaHMe Ha 20 cepnit nin He meHee 1 pasa B rox). Iokasatens MOXkeT GbITb HC BKIIFOUCH B Ceptudukar
aHanu3a GUPMBEL

Conclusion: APPROVED /
Bakauenue: OJOBPEHO

Remarks: The Product conforms to ND /
ITpumeuanue: IIpoxykT cooTBeTCTBYET TpeboBanuam HJI

Prepared by / Checked by / 'll' Approved by: Manager / Executive /
[ToarorosJieHo: IIpoBepeHo: - [Q(‘A; Onobpeno: Menejukep / PykoBoAUTE b
Ankit Ramakant o Kusum Lata N\ AN —
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.12.2022 Hata: 16.12.2022 Jata: 16.12.2022

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



