Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page 1 of 4/ Crp. 1 n3 4

Product ¢ Nise tablets 100 mg
ITpoaykr : Haiiz®, tabaerku 100 mr
Batch No / 1 V2402280 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001772539 Date of Analysis / : 14.11.2024
AHaJuTHUecKHid oTyeT Ne JlaTa ananusa
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JaTta npon3BoicTea [Topen xo (BK)
Analysis performed according to ND / Ananus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / mam. Ne 3 ot
28.09.2022)

Test / [lokaszatenn Result / Pe3yabTarhl ~ Specification/ Hopmya
Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Besible ¢ XKenTOBATHIM
OTTEHKOM KPYTJble BOSKOBbIMYKble TabneTku

C rNIaIKOH MOBEPXHOCTHIO.

=4

N
1

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
HoanuHHOCTH chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
! under Assay / Bpems ynep»uBaHHs OCHOBHOTO
NMKa Ha XpOMATOrpaMMe  HCIIBITYEMOro
pacTBOpa JO/MKHO COOTBETCTBOBaTh BPEMEHH
yIOepKHUBaHUsA OCHOBHOTO nUKa Ha
XpoMarorpamMme  pacrBopa  CTaHAApTHOTO |
obpaszua HUMeCyIuaa (paznen
| «KomiHecTReHHOE OTIpeaeaelren)

3 | Average weight and mass 310.1 mg /310.1 mr 1310 mg+5.0% /310 Mr=5,0 %

Elgfzzmztylfo(c:f:ilﬂaﬂ;::acca Complies / CooTBeTCcTBYET 18/20 tablets - NMT £ 5 %/
| YrORHOBOL: 18/20 Tabnetok — He Gosee = 5 %

[2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Gostee = 10 %

4 | Dissolution / PacTBopeHue 96 %, 98%, 97%, 97%, 98%, 98%, | Not less than 75 % (Q) of labeled amount of
C3H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

| HoMHuHansHoro cogepxkanus Ci3H;2N20sS

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: IIponykT coorBercTBYET TpeboBaHuaM HJI 3axuouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: Santosh [Tposepeno: Pawan Kumar Onobpeno: Menemxep / P}EEBOI{I/ITGJIB
Kumar Maurya [ Amit Kumar _ N

@— L ,J’!{X//
Reprint Date / Reprint Date / i Reprint Date/ |
Jara: 14.11.2024 Hara: 14.11.2024 Jara: 14.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page 2 of 4/ Crp. 2 u3 4

Product Nise tablets 100 mg

Ipogykr Haiia®, Tabnetkn 100 mr

BatchNo / 1 V2402280 Batch Quantity / : 5000000 tablets /
Ceppan Ne O6BeM cepun 5000000 Tabnerok
Analytical Report No / : 890001772539 Date of Analysis / : 14.11.2024
AnajiuTuyeckuii oTuer Ne JlaTa anaausa

Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027

JlaTa npon3iBoacTBa Toaen o (BrK)

28.09.2022)

Analysis performed according to ND / Auanus nposesed no HJ: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 ot

Ne | Test / IlokazaTensb

Result / PesyabTaTbl

B Specification / Hopma
(HumMecynun) yepes 45 MHH.

5 Water / Boaa

32

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

6 |Related substances / PoacTBeHHbIe fipHMecH

Impurity A / Ipumecs A
Impurity B / TIpumece B

Impurity C / Ipumece C
Impurity D / ITpumecs D

Impurity E / ITpumecs E
Impurity F / ITpumecs F

Any unknown individual
| impurity / ExuHnyinas
HeuaeHTUHLMpYeMast
MPUMEChH

Total impurities / Cymma

0.0019 %)
0.03%

Not detected / ne obHapyxena

0.0049 %)
Not detected / He o6HapyxeHa

|N0t detected / He obHapyxeHa

0.02%

0.05%

Below LOD (LOD = 0.0019 %) /
Huxe npenena o6Hapyxenus (I10 =

Below LOD (LOD = 0.0049 %) /
Huxe npenena oonapyxenus (IIO =

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

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

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oiee 0,20 %
[ NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
Ipnmeuanue: [poaykt cootBeTcTByeT TpeGosanusam HJI

Conclusion : APPROVED /
Zaxaouenue: OJJOGPEHO

Prepared by /
Tlogrorosieno: Santosk
Kumar Maurya (

L

Checked by /
ITpoeepeno: Pawan Kumar

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

5 S
Amit Kumar /\(/ L

Reprint Date /
JaTa: 14.11.2024

Reprint Date /
Nara: 14.11.2024

Reprint Date /
Jara: 14.11.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3

A

Page30f4/ Crp.3u3 4

Product Nise tablets 100 mg

IpoayxT Haiiz®, rabnetku 100 mMr

Batch No / 1 V2402280 Batch Quantity / : 5000000 tablets /
Cepust N OGbeM cepin 5000000 Tabnerok
Analytical Report No / : 890001772539 Date of Analysis / : 14.11.2024
AHATUTHYECKH i oTueT Ne JlaTta aHaau3a

Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027

Jarta npou3BOACTEA Tonen po (BKN)

Analysis performed according to ND / Auanu3s nposexen 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. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

in a carton. / Ilo 10 Tabnetok B
[IBX/amomunueBoM Gaucrepe. 1o 3
OnMcTepa BMeCTe ¢ HHCTPYKUHMEN 110
NPUMEHEHHIO B TIAYKy KapTOHHYIO.

28.09.2022)
Ne Test / ITokasaTean Result / PesyapTaThl Specification / Hopma
npumeceit |
7 | Uniformity of dosage units / 1.7 | Acceptance value (AV) should be not more
OaHOPOAHOCTD A03MPOBAHUS | than 15.0 / Hokasaresns npuemaemocTv (AV)
| JOTbKeH ObITh He Oonee 15,0
| E— 1
[ 8 |Microbial limits* / MukpoGHo/oriseckasn Yuucrora* N
' ' a) Total aerobic microbial NA !Not more than 1000 CFU/g /
| count / OBuuee yHcno | He 6onee 1000 KOE/r .
a3p00HBIX MUKPOOPTaHU3MOB
'b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61wee yrucno He 6onee 100 KOE/r
NPOXKIKEBBIX M MJIECHEBBIX
rpubos
i c) E. coli NA ' Shall be absent in 1g/
JIo/KHEI OTCYTCTBOBATh B 1 T
9 |Assay/ KonudecTBenHoe 99.3 mg/99.3 mMr Not less than 90.0 mg and not more than
onpeaesieHHe 110.0 mg Ci13H2N>0OsS Nimesulide in tablet /
Or 900mMr nmo 110,0mr Ci3Hi2N-OsS
| (Humecynua) B TabneTKe
10 |Package / YnaxoBKa 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10|
blisters and patient information leaflet | blisters and patient information leaflet in a

carton. / Ilo 10 Tabnerok B TIBX /
amomuHreBoM Giucrepe. o 1, 2, 3 mm 10
OnUCTEpOB  BMECTe C  MHCTpyKuMeH 10
alHMCHeHH}O B MMaYKy KapTOHHYIO.

Remarks : The Product conforms to ND /
Ipumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosatusam HJL

Conclusion : APPROVED /
3Zaxmuenue: OJJOBPEHO

Prepared by /
[Moarorosieno: Santosh

Kumar Maurya @
L)

Checked by /
ITpoeepeHo: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoiuTenn
Amit Kumar

p==

Reprint Date /
Hara: 14.11.2024

Reprint Date /
JHata: 14.11.2024

Reprint Date /
Hata: 14.11.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIH3A

Page 4 of 4/ Crp. 4 uz 4

[Product ¢ Nise tablets 100 mg

IpoaykTt : Haiiz®, Tabnerky 100 mr

Batch No / 1 V2402280 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepum 5000000 TabrneTox
Analytical Report No / : 890001772539 Date of Analysis / . 14.11.2024
AHanuTHYECKH oTyeT No JlaTa ananusa

Date of Manufacture / 1 10/2024 Date of Expiry / : 09/2027

Jarta npoH3BOACTBA Foaen no (BxJI)

Analysis performed according to ND / Anaaus nposeaen no HJ1: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 o1
28.09.2022)

N | Test / [TokazaTesb Result / PesynbTaThbs | Specification / Hopma_ N
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBAHUAM B cootBercTBHM ¢ HJ]
12 |Storage conditions / Store protected from light below 25°C / B 3aliMieHHOM OT CBETa MecTe MpH|
XpaHeHune Temreparype He poitne 25°C
13 | Shelf life / Cpox rogHocTu 3 ;:ars /3 rona - -

*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.

* AHamM3 MO TOoKazaTeqo «MHUKpOOGHOJIOTHUYECKas YHCTOTay» INPOBOJWTCA OPOU3BOAUTENEM TPH BbIMYCKE MEPHOAMYECKH
(C MHTEpBANOM OJHO McMbITaHUe Ha 20 cepuii unu He menee 1 pasa B rox). Iokasatens MoxeT ObITh He BKitOUeH B CepTHpukar
aHanuza (IMpMal.

API name (INN) / A®C (MHH): Nimesulide / Humecynuz

API manufacturer batch number / MMS/1408051 1, NMS/14080531

Homep cepun npounssoautenss ADC:

FP Manufacturer API Batch number / FERA00486, FERA00529

Homep cepnu cy6cTaniun npouspogutens I'JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

ITpoussoautenr A®C, crpana: Aaprn Jpars JIta., Magns

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

Ipumeuanne: I1poaykt coorBeTcTBYeT TpeboBanusaM HJI 3aknwuenue: OJJOBPEHO

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

IToarorosneno: Santosh,, [Iposepeno: Pawan Kumar Opobpeno: Menemkep / Pykosoaureb

Kumar Maurya /Q’\/ Amit Kumar Rt
I R

Reprint Date / Reprint Date / ' Reprint Date / '

Jata: 14.11.2024 Jara: 14.11.2024 Jata: 14.11.2024




