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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Pagelof4/Crp.1usz 4

Product Nise tablets 100 mg
Hpoaykr Haiz®, Tabnerku 100 Mr
Batch No / 1 V2402701 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002768023 Date of Analysis / : 21.12.2024
AHaauTHyecKHii oTueT Ne JlaTa aHanu3a
Date of Manufacture / : 11/2024 Date of Expiry / : 1072027
HaTa npoussoacTea Togen no (BKI)

Analysis performed according to ND / Ananu3s npoeeges no HI: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 / uzm.
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 / uam. Ne 3 or

28.09.2022)
Ne | Test / Iloxazatenn __ Result/ Pe3yabTaThbl . _Specification / Hopma B
1 Description / Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with

smooth surface. / benple ¢ KenTOBATBIM OTTEHKOM
KpyTJible NBOSKOBBIITYKJblE TAaONETKH C TIaaKoi
MOBEPXHOCTBIO.

Identification /
IMoanuHHOCTH

Complies / CooTBeTcTBYET

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»XuBaHUs OCHOBHOTO TIHKa Ha
XpOMAaTOrpamMMe UCHBITYEMOI'O PAcTBOpa JIOJDKHO
COOTBETCTBOBATh BpPEMEHH YAEp>KUBaHUSA
OCHOBHOrO MHKa Ha XpOMaTorpaMMe pacTBopa
CTAHOApTHOrO obpazla HuMecyamnja (pasjen |
«KoNnH4ecTBEeHHOE OTIPEACIICHHUE) f

uniformity / Cpeaunss
Macca H 0AHOPOAHOCTL
Macchl

Average weight and mass

Dissolution / PacTBopenue I

310.5mg/310.5 mr

Complies / CooTBETCTBYET

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

18/20 tablets - NMT + 5 %/
18/20 tabneTok — He Gonee = 5 %

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

101 %, 99 %, 99 %, 99 %,
100 %

Not less than 75 % (Q) of labeled amount of
C13H1»N>0sS nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) oT HOMMHAJILHOTO
copepxanus Ci3Hi1aN2OsS (Humecynun) depes 45
MUH.

99 %,

Remarks : The Product conforms to ND /
Ipumeuanue: IIpoxykt cooTBeTcTBYET TpeboBanuaM H/L

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 21.12.2024

Prepared by /TTonrorosnexo: | Checked by / IlposepeHo: Approved by: Manager / Executive /
Ambresh Kumar ‘_&/ Santosh Kumar Maury. OnobpeHo: MeHemxep / Pykopoaures
6‘/1/ @' Pavan Kumar Sharma Vo
Z bt
Reprint Date / Reprint Date / Reprint Date / -

Hara: 21.12.2024

Hata: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
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CERTIFICATE OF ANALYSIS

5 Water / Boaa

25%

6 Related substances / PoacTBeHHbIe NpuMecH

Impurity A / Ilpumecs A

Impurity B / IlpimMecs B
Impurity C / ITpumecs C
Impurity D / Ilpumecs D

Impurity E / ITpimect E

Impurity F / IIpumcen F

Any unknown individual
impurity / EguHU4Has

| Below LOD (LOD = 0.0019 %) /o

Husxe npenena obuapyxenus (ITO =

0.0019 %)
0.03%
Not detected / He obHapyxeHa

Below LOD (LOD = 0.0049 %) /

0.0049 %)

Mot delected / 1 00napysena

iNot detected / 11e obnapycena

Huxe npenena obHapyxenus (10 =

CEPTUDPUKAT AHAJIU3A
Page2 of 4/ Crp. 2 uz 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabrerin 100 Mr
Batch No / : V2402701 Batch Quantity / : 5000000 tablets /
Cepusa Ne Oo6bem cepum 5000000 Tabnerok
Analytical Report No / : 040002768023 Date of Analysis / 1 21.12.2024
AHaJauTHYecKHii oTueT No Jara ananusa
Date of Manufacture / 1 11/2024 Date of Expiry / : 1072027
JlaTa npou3BoOACTBA I'ogen g0 (BKUI)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 ot 08.06.2020, amend No 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)

N | Test / IlokasaTens Result/ PesyapTaTter Specification / Hopma

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

NMT 0.20 % / He 60nee 0,20 %

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

MMT 0.20 % / He 6onee 0,20 %
NMT 0.20 He 6once 0,20 %

o/ /
AV

Below LOQ (LOQ = 0.0143 %) /
Hioke nipenena KoaUM4ecTBEHHOTO
onpenenenus (ITKO = 0.0143 %)

NMT 0.20 % / He 6onee 0,20 %

/ OpHOpOAHOCTL

7 }Uniformity of dosage units

HenaeHTHGHUHpYeMas
InpumMech
| Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
‘ npumeceit
33 Acceptance value (AV) should be not more than

15.0 / Tloxasarens npuemiieMocTu (AV) romkeH

Remarks : The Product conforms to ND /
Ilpumeuanne; IlponykT cooTBeTcTBYET TpeboBanmaM H]I

Conclusion : APPROVED /
Jakmwuenune: OJOBPEHO

Prepared by /IloaroroBneno:

Ambresh Kuma >
(=

Checked by / TTposepeHo:
Santosh Kumar Maurya

Y

Approved by: Manager / Executive /
Onobpeno: Menemxep / PyKOBO):{lITeﬂb
Pavan Kumar Sharma dom—

Reprint Date /
Jara: 21.12.2024

Reprint Date /

Tata: 21.12.2024

Reprint Date / .

Jara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2960, Fax: +91 40 4900 2958, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
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CEPTUDUKAT AHAJIU3A
Page3 of 4/ Crp.3 u3 4

Product Nise tablets 100 mg
Ipoaykr Haii3s®, Tabaerku 100 mr
Batch No / 1 V2402701 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002768023 Date of Analysis / ¢ 21.12.2024
AHaJAuTHYecKHH oTueT Ne Jata ananusa
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JlaTta npousBoacTBa I'ogen o (BxII)

28.09.2022)

Analysis performed according to ND / Auaan3 nposegen mo H/: ITN012824/03-140119 {amend Ne 1 from 08.06.2020 / u3m.
No 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

Ne Test / I[Tokazarean

A03HpPOBAHUA

Result / PesyabTaThl

8 Microbial limits* / MukpoGuosiornyeckas yucToTa*

376};55 He Gonee 15,0

_ Specification / Hopwmia

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee yncno He 6onee 1000 KOE/r
a3po6HBIX
MHKPOOPTraHH3MOB
'b) Total combined yeasts NA Not more than 100 CFU/g / '
and mould count / Obiee He 6onee 100 KOE/r |
YHCIIO APOHOKEBLIX U
niecHeBbIX TPHOOB
¢) E. coli  NA Shall be absent in 1g/
[ J0/OKHBI OTCYTCTBOBATH B 1 T
[ 9 Assay / Kommrieernennoe 100.5 mg / 100.5 mr Not less than 90.0 mg and not more than 110.0 mg
onpeneieHHe Ci3Hi2N-0sS  Nimesulide in tablet /
Ot 90,0 mr o 110,0 mr Ci3H2N>O5S (HuMecynum)
B TaOneTKe
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 carton. /
in a carton. / Tlo 10 Tabnerox B |Ilo 10 Tabnerok B [IBX / amomunueBoM 6amcrepe.
IMBX/anomunaneBoM Gnuctepe. [lo 2 |[ITo 1, 2, 3 wm 10 6iucTepoB BMeCTE C
6nauctTepa BMECTe C MHCTPYKLHMEH MO | MHCTpYKLHEH 10  TNPUMEHEHHIO B [ayky
MPUMEHEHHIO B NTAYKY KapTOHHYK). | KAPTOHHYIO.
11 |Labeling / Mapkuposka |Complies as prescribed / According to ND / R

Remarks : The Product conforms to ND /
ITpumeuanne: IIpoaykT cooTBeTcTBYET TpeOOBaHUAM HJL

Conclusion : APPROVED /
3akaouyenune: OJOBPEHO

Prepared by /Ilogrororneno: | Checked by / [IposepeHo: Approved by: Manager / Executive /
Ambresh Kumar __ 4., Santosh Kumar Maury, Onobpeno: Menemxkep / Pykosenutens
( A{Q/ % Pavan Kumar Sharma Ve
oA L2 =
Reprint Date / Reprint Date / Reprint Date / N
Hara: 21.12.2024 Hara: 21.12.2024 Hata: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4960 25900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
wwyedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page 4 of 4 / Crp. 4 n3 4
Product : Nise tablets 100 mg
Mpoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2402701 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002768023 Date of Analysis / : 21.12.2024
AHanuTHYecKkni oTyeT Ne JlaTa ananusa
Date of Manufacture / : 1172024 Date of Expiry / 1 10/2027
Jara npou3BoacTBa T'oaen no (BKu1)
Analysis performed according to ND / Ananu3s nposeaen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
No 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
28.09.2022)

Ne Test / [lokasaTens Result / PesyabTaThl S SpqciﬁqatiQnTHopmg
CooTBeTcTBYET TpeGOBaHUAM B cooteercTeHH ¢ HJ|
12 | Storage conditions / Store protected_from light below 25°C / B 3allMiLEHHOM OT CBETA MECTE MpPH TeMneparype
Xpanenune He Boiwe 25°C
13 |."Shelf life. /Epox rogHoctn |3 years/ 3 rona R

*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.

* AHanu3z 1o nokasaremo «MHKpOOHONOrYeckass 4HUCTOTa» MPOBOAMTCA MPOU3BOJAMTENEM TNPH BEITYCKE [EPUOANYECKH
(¢ MHTepBAJIOM OJHO UcMbITaHue Ha 20 cepuil M He meHee 1 pasa B rox). [Tokasarens Moxer 6bITh He BKTodeH B CepTudmxar

aHamu3a iMpMBIL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun -
AT manufacturcr batch number / NMS/14100690
Honep cepin nponssogurens ADC:
FP Manufacturer API Batch number / FERA00616
Homep cepun cyocTannuu npoussoauTeasa I'JID:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoaureab APC, crpaHa: Aapru Jpars JItn., Uaousa |
l
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpunseriamuoe: Ipogy it cootnetctoyet Tpebdonaminny HIT 3aimonenner OJOBPEHO
Prepared by /TTonrorosneno: | Checked by / Ilposepeno: Approved by: Manager / Executive /
Ambresh Kumar ,@/- Santosh Kumar Maury, Onobpeno: Menemxkep / Pykoponurens
é’;:g g Pavan Kumar Sharma I —
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.12.2024 Hara: 21.12.2024 Jara: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2998, Erail: maii@drreddys.com
CIN: L85195AP19S4PLCOD4507
www.drreddys.com



