Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page10f3/Crp.1u33

Product Nise tablets 100 mg
Hpoaykr Haiiz®, Tabnerxku 100 mr
Batch No / 1 V2102262 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabnetox
Analytical Report No / : 890001567680 Date of Analysis / : 15.01.2022
AHaJUTHYECKHI 0TUeT Ne Jdara anaansa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JaTa npousBoacTBa TogeH xo (BkJI)
Analysis performed according to ND / Ananns nposegen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N | Test / MokazaTenn
1 |Description / OnucaHue

Result / PesyabTatsl

Specification / Hopma

Complies / CoorsercrByer

Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ KenTOBAaTHIM
OTTEHKOM KpYTJIbIE ABOSIKOBBIMYKJIbIE TabIETKH
C II1aiKkoil MOBEPXHOCTBIO.

2 Identification /
IoaaunHOCTEL

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)kuUBaHUS OCHOBHOTO

MHKa Ha  XpoMaTorpamMMe  HCIIBITYEeMOro
| pacTBOpa HOMKHO COOTBETCTBOBATH BpPEMEHH
yOEpPXKUBaHUS OCHOBHOIO MHKa Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHIapTHOrO
obpazua HUMECYIHIA (paznen

«KonuuectBeHHOE onpeneneﬂue»)

H OJHOPOAHOCTL MACCHI

3 | Average weight and mass
uniformity / CpeaHnsis macca

4 | Dissolution / PactBopenue

309.0 mg / 309.0 mr

Complies / CooTBeTcTBYyET

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

18/20 tablets —-NMT £ 5 %/
18/20 Tabnetok — He H6osee = 5 %

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

98 %,99 %, 98%, 97 %, 98%, 99 %

Not less than 75 % (Q) of labeled amount of
C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOoMuHaNEHOTO copepxanus Ci3H|2N-.OsS
(HuMecynua) yepes 45 MuH.

- Water / Boaa

23%

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

Remarks : The Product conforms to ND /
IIpumeuanne: [TponykT cooTBeTcTBYET TpeGoBanusam H]J

Conclusion : APPROVED /
3axnrouenne: OJIOBPEHO

Prcpared by /
ITogrorosneHo:

Ankit [?S/F

Checked by /
IIpoBepeno: Himesh Kumar

—

Approved by: Manager / Executive /
Onobpeno: Menemxep / PyKoBOAUTENE

Abhishek Chauhal/ /

Print Date /
Jara: 15.01.2022

Print Date /
Jara: 15.01.2022

Print Date /
Hara: 15.01.2022

Registered

Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIN3A

Page20f3/Crp.2u3 3

Product Nise tablets 100 mg

IIpoaykr Haii3®, Tabnetku 100 mr

Batch No / 1 V2102262 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTtox
Analytical Report No / : 890001567680 Date of Analysis / : 15.01.2022
AHaTIUTHYECKHH oTyeT No JlaTa aHanu3a

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JaTa nponsBoacTBa T'oaeu a0 (BKuT)

Analysis performed according to ND / Ananns nposeaen no HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / IlokazaTenn [ Result / PesynbTaThl | Specification / Hopma
6 |Related substances / PoacTBeHHble mpuMecH
| ; 0 )
Impurity A / Ilpumecs A Less than LOQ(LOQ:0.0057%) NMT 0.20 % / He 6osee 0,20 %
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHn4Has
HeuneHTHUUHUpYyeMast
npumech
Total impurities / Cymma 0.02 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 Uniformity of dosage units / 2.3 Acceptance value (AV) should be not more

OaHOpPOAHOCTE 103UPOBAHHS

8 |Microbial limits / Mquoﬁn(;Jiornq

than 15.0 / TToka3zarens npuemneMocty (AV)
JnosmxeH 6piTh He 6onee 15,0

€CKasgd YUCTOTA

a) Total aerobic microbial
count / Obuiee yucio
a3pOOHBIX MHKPOOPTaHU3MOB

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

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

'b) Total combined yeasts and
mould count / O6ee yuco
IOPOMOKEBBIX U [UIECHEBBIX

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

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

&

rpubor

| c) E. coli Absent / Shall be absent in 1g/

, OTCYTCTBYET JO/KHBI OTCYTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameyanne: IIponykT cooTBeTcTBYET TpeboBanusm HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneHo: IIposepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBonurens
Ankit Abhishek Chauhan

Print Date / . Print Dat

Hata: 15.01.2022

e/

Hara: 15.01.2022

Print Date /
Jlata: 15.01.2022

Regzistered UINCe: 8-2-337, ROAd N0, 3, Banjara Hills, Hyderabad - J00039, AL, Indim

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

www.drreddys.com




@
Dr.Reddy’s Qf.*

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page30f3/Crp.3u33

Product : Nise tablets 100 mg
Mpoayxr : Haii3®, tabnerku 100 mr
Batch No / 1 V2102262 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001567680 Date of Analysis / : 15.01.2022
AHaJUTHYECKHH oTueT Ne Jara ananunsa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
Jara npouszsoacraa I'oaen go (BKJT)
Analysis performed according to ND / Ananns nposenen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

No Test / IlokazaTenb | Result / PesyabTaThi | Specification / Hopma
9 | Assay/ KonuuecrBeHHoe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than
onpeneneHue 110.0 mg Ci3H2N>OsS Nimesulide in tablet /

Or 90,0mr pmo 110,0mr C;3H;N-OsS
(Humecyaun) B TabieTke

10 | Package / YnakoBka 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
in a carton. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabmerox B TIBX /
[MBX/anromunues om Gnucrepe. 1o 3 | amomuuuesom Gnucrepe. o 1, 2, 3 unu 10
6amcTepa BMeCTE C MHCTPYKLMEH MO | OMMCTEPOB  BMECTE € HHCTPYKLMEH IO
TIPUMEHEHHIO B MaYKy KAPTOHHYIO. | [IPUMEHEHHIO B Ma4Ky KAPTOHHYIO.

11 | Labeling / MapkupoBxa Complies as prescribed / According to ND /
CooTeeTcTRyET TpeOOBaHHIM B cootBercreuu ¢ HJ]
12 | Storage conditions / | Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MeECTe Npu
Xpanenne TeMneparype He Boiie 25°C

13 | Shelf life / Cpok roguocT 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTCTBYET TpeGoBanusM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ilonrorosneno: ITpoBepeno: Himesh Kumar Onobpeno: Menemxep / PykoBogutens
Ankit M Abhishek Chauhan

B ~ \
Print Date / Print Date / Print Date /
Hara: 15.01.2022 Jara: 15.01.2022 Jarta: 15.01.2022

Registered Office: 8-2-33 7. Road No, 3, Banjara 1S, Hydetabad - dU0USF, AL, T
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



