Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 1 of 3/ Crp.1u33

Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerxu 100 mr
Batch No / 1 V2101245 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001535053 Date of Analysis / : 19.07.2021
AHaNUTHYECKHH 0THeT No Jlara ananunsa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JaTa npou3BOACTBA Togen go (BKJ)

Analysis performed according to ND / Ananus nposeaen no HJI: 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 / n3m. Ne 2 ot 10.08.2020)

IMoanuHHOCTH

| Ne Test / Iloka3aTens Result / PesysabTaTh! Specification / Hopma
1 |Description/ Onucanue Complies / CooTBETCTBYET [ Yellowish white round biconvex tablets with
smooth surface. / benmsle ¢ >KeNTOBaTbIM
OTTEHKOM KPYTJIble ABOSKOBBITYKIIbIE TAOJIETKH
C IJIAAKOY MOBEPXHOCTHIO.
2 | Identification / 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 / Bpems yaep>XHBaHUS OCHOBHOTO

«KomuyecTBeHHOE onp eneneﬂﬂe»)

MMKa Ha  XpOMaTOrpaMMe  HCIBITYEMOrO
pacTsopa AO/DKHO COOTBETCTBOBATE BPEMEHH
yaepIKHBaHUs OCHOBHOT'O TIHKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAApTHOrO
obpazua HHUMeCYJIHa (pa3pmen

3 | Average weight and mass
uniformity / Cpeanssi macca
H OHOPOJHOCTb MacCChl

309.8 mg/309.8 Mmr

Complies / CooTBeTCTBYET

310mg=5.0%/310Mr+ 5,0 %

18/20 tablets —NMT £ 5 % /
18/20 Ttabnerox —ue 6onee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnerok — ue 6onee = 10 %

4 | Dissolution / PacTeopenue

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

Not less than 75 % (Q) of labeled amount of

100 % C13H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHaJbHOTO coepkanus Ci3HjN>OsS
(uumecynun) gepes 45 MUH.
5 |Water /Boaa 2.6 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

Hpumevanue: [TpoxykT cooTBeTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxroTosnexo: IIpoBepeHo: Onobpeno: Menenjkep / PykoBoauTenb
Pardeep Kumar j Himesh Kumar e Abhishek Chauhan

B CA/ \

P
Print Date / Print Date / Print Date / o
JHara: 19.07.2021 JHara: 19.07.2021 Hara: 19.07.2021
Registered Olfice: 8-2-33 7, Road N0, 3, Banjara Hills, Hyderabad - SUTU3F. A% Inai

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page20f3/Ctp.2 133

Product Nise tablets 100 mg
IIpogykxT Haii3®, Tabnerku 100 mMr
Batch No / 1 V2101245 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001535053 Date of Analysis / : 19.07.2021
AHaTHTHYECKHH oT4eT No JlaTa aHanu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JaTa npon3BoACTBA Topen po (BKJI)

Analysis performed according to ND / Ananus nposeaen mo HJI: T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne

Test / IloxasaTenn |

Result / PesyabTaTsl B

| Specification / quma_ _ B

6

Related substances / PogcTBeHHbIE TpUMecH

Impurity A / Ilpumecs A
Impurity B / [Ipumect B
Impurity C / Ilpumecs C
Impurity D / ITpumecs D
Impurity E / [Ipumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Equnuunas

Less than LOQ (0.0057%)
0.02%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

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

Uniformity of dosage units /
' OXHOpPOAHOCTE A03UPOBAHMSA

HeuaeHTHULHpYeMast
npUMech
Total impurities / CymMmma 0.02 % NMT 1.5 %/ He 6onee 1,5 %
IpUMecet
22 Acceptance value (AV) should be not more

JomxkeH 6uITh He 6onee 15,0

than 15.0 / Tloka3arens npremiaemoctu (AV)

| Microbial limits / MukpoGuosiornyeckas Y4HCTOTA

| a) Total aerobic microbial

: count / Obmmee yncno
a3poBHBIX MUKPOOPTaHH3MOB

|

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

T)) Total combined yeasts and
mould count / O61uee yrcio
IPOXOKEBBIX M MJIECHEBBIX

| rprboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/r

[¢) E. coli
|

Absentin 1g/
OrcytcTByeT B 1r

Shall be absent in 1g /
JIoIKHBI OTCYTCTBOBaTh B 1 T

Remarks : The Product conforms to ND /
IIpumeuanue: JIpoaykT cooTBeTcTBYyeT Tpedosanusm HII

Conclusion : APPROVED /
Zaximoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBiEHO: IIpoBepeno: Onobpeno: Menemxep / PykoBoanTeinb
Pardeep Kumar qﬁ/ Himesh Kumag S Abhishek Chauhan
g \
” Ll B :
Print Date / Print Date / Print Date /
Hara: 19.07.2021 Hata: 19.07.2021 Hara: 19.07.2021
Repisiered UTTce: 5-2-33 7. ROAd 10, 3, Banjara Fills, dyderaoid - s00034, AT indm
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page30f3/Crp.3 u33

Product Nise tablets 100 mg

Ipoaykr Hajiiz®, tabnerku 100 mr

Batch No / 1 V2101245 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne O6bem cepuu 25,00,000 tabnetok
Analytical Report No / : 890001535053 Date of Analysis / : 19.07.2021
AHanuTHuyeckuii oTueT Ne JlaTa aHanu3a

Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024

JlaTa mpon3sojcrsa Topen po (BKT)

Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

Ne Test / IlokazaTean Result / PesyabTaThl Specification / Hop_ni B
9 | Assay/ KoanuecrsenHoe 98.7 mg/ 98.7 Mr Not less than 90.0 mg and not more than
onpeaeneHue 110.0 mg C13H;2N2OsS Nimesulide in tablet /

Or 90,0mMr po 110,0 mr
(numecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / ITo 10 Tabrnerox B IIBX /
amomuHueBoM Gnucrepe. Ilo 1, 2, 3 umun 10
6IMCTEpOB  BMecTe C  HHCTPYKUMEH IO
NPUMEHEHHIO B MaYKy KapTOHHYIO.

Ci13Hp2N20O58

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B
[MBX/amomuuues oM 6auctepe. 1o 3
fnMcTepa BMecTe ¢ MHCTpYKLHMei no
NPUMEHEHHIO B MTAYKy KaPTOHHYIO.

10 |Package/ YnakoBka

According to ND /
B coorsercrBun ¢ HJ

Complies as prescribed /
CootseTcTByeT TpeOOBaHUAM

11 |Labeling / MapkupoBka

12 | Storage conditions / Store protected from light below 25°C / B 3amuieHHOM OT CBE€Ta MECTE MNpH

XpaHeHHe

TeMmneparype He Bbime 25°C

13

Shelf life / Cpok roasoctn

3 years / 3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusm H/L 3akmouenue: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloprorosinexo: IIpoepeHo: Onobpeno: Menemikgp / PykoBoanTeis
Pardeep Kumar (\:[_’, Himesgnji’_’lf::! Abhishek Chauhan
Print Date / Print Date / Print Date /
Jara: 19.07.2021 Hara: 19.07.2021 Jara: 19.07.2021
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