Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPIMPARAT AHALMIA Tel : +91 98166 56001-02
www.drreddys.comPage 1 of 3/ Ctp. 1 u3 3

Product Nise tablets 100 mg
IIpoaykT Haiiz®, tabnerku 100 mr
Batch No / : V2200952 Batch Quantity / : 25,00,000 tablets /
Cepns Ne O6Bem cepun 25,00,000 tabnetok
Analytical Report No / : 890001592557 Date of Analysis / : 30.05.2022
AHaguTHyeckuid oruet Ne Jara aHaau3za
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npou3BoacTBa I'ogen po (BKu)
Analysis performed according to ND / Ananus nposeaen o HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne | Test / loka3zaTeJib Result / PesyabTaThl I B Specification / Hopma

1 |Description / Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XenToBaThHIM
OTTEHKOM KPYIJIblE IBOSKOBBIMYKJIblE TabNeTKH

| ¢ TJIaAKO# MOBEPXHOCTBIO.

2  |Identification / Complies / CooTBerctByer | The retention time of principal peak in the

IHoaanHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>kHBaHHS OCHOBHOTO
NMMka Ha XpOMAaTrorpaMMe  MCIIbITYeMOro
pacTBopa HOJDKHO COOTBETCTBOBATH BPEMEHH
| yoep>XuBaHuUs OCHOBHOTO MHKa Ha
XpomarorpaMMe  pacTBOpa  CTAHAAPTHOTO
| ofpaszua HUMeCYIHIaa (pazpen
i «KonuuecTBEHHOE ONPENENEHUEN )
3 |Average weight and mass 309.8 mg/309.8 mr 310mg £5.0% /310 Mr+ 5,0 %
::I:;(:;)m:)ty it BLacen) | Complies / CoorteercrByer 18/20 tablets - NMT + %/
AR SR M 18/20 Tabnerok — ue 6onee + S %
2/20 tablets - NMT = 10 % /
| 2/20 tabnerok — xe 6onee £ 10 %

4 | Dissolution / Pac}BopeHue 98%, 99 %, 97%, 100%, 98%, 99% | Not less than 75 %_(Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
numunaibnui u wosepaanna CllpyMNu0,3
(Humecynun) uepez 45 MuH.

5 | Water / Boaa 2.8 % Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
Ipumevanue: [IpoaykT coorBeTcTBYeT TpeboaHusM HJT

Conclusion : APPROVED /
3axmwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: IIposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTeb
Ankit ~ Pawan Kumar

a3 - F
Print Date / Print Date / Print Date /
Hara: 30.05.2022 JHata: 30.05.2022 Harta 30.05.2022
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOURAT AHAJTH3A Tel : +91 98166 56001-02
www.drreddys.comPage 2 0of 3/ Ctp. 2 u3 3

Product Nise tablets 100 mg
Ipoaykt Hainz®, tabnetku 100 mMr
Batch No / 1 V2200952 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O61em cepun 25,00,000 rabnetok
Analytical Report No / : 890001592557 Date of Analysis / : 30.05.2022
AHajuTU4ecKMii oTyeT No Jara ananusa
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JaTta npoussoacraa T'oxen o (BkJI)
Analysis performed according to ND / Auanus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| Specification /_Hopma .

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6o1ee 0,20 %
NMT 0.20 % / He 60nee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He 6omnee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

N | Test/Ilokasareas | Result / Pe3yabrarnl
6 | Related substances / PogcTBeHHbi1e npuMecH o
Impurity A / Tpumecs A Less than LOQ(LOQ:0.0057%)
{Impurity B / I[Ipumecs B 0.01%
Impurity C / Ilpumecs C Not Detected
Impurity D / Ilpumecs D Not Detected
[mpurity E / ITpumecs E Less than LOQ(L0OQ:0.0186%)
Impurity F / TIpumecs F Not Detected
! Any unknown individual 0.02%
impurity / Equan4nas
HeuAeHTHOULIHpYeMast
MpHUMech
Total impurities / Cymma 0.08 %
npuMeceit
7 | Uniformity of dosage units / 4.8
OAHOPOAHOCTE T03NPOBAHUS

Acceptance value (AV) should be not more
than 15.0 / [Nokazarens npuemnemocty (AV)
nosmkeH OviTh He 6onee 15,0

8 | Microbial limits / MukpoOuoJioruyeckas YMcTOTA

a) Total aerobic microbial
count / Ob1ee YKcIIo

a3pOoOHBIX MMKPOOPraHH3MOB

05 CFU/g /05 KOE/r

|Not more than 1000 CFU/g/
He 6osniee 1000 KOE/r

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuyanue: [Iponykt coorBeTcTBYET TpeboBaHusM HJ{ 3axauenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToxrorosneHo: IIposepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoguTens
Ankit 2 y Pawan Kumar /\.\/-_,

Print Date / Print Date / Print Date /

Jara: 30.05.2022 Hara: 30.05.2022 Hata 30.05.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHKAT AHAJII3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.comPage 3 of 3/ Ctp. 3 u3 3

Product : Nise tablets 100 mg

Ipoaykr ¢ Haiiz®, tabnetkn 100 mr

Batch No / : V2200952 Batch Quantity / 1 25,00,000 tablets /
Cepns Ne O6nbem cepiin 25,00,000 Tabnerok
Analytical Report No / : 890001592557 Date of Analysis / : 30.05.2022
AnanuTnyeckuii oTyer Ne Jara anagansza

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

Jara npousBoacrea T'ogen go (Bica)

Analysis performed according to ND / Anaans npoeaen o HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

| N Test / Iokazaten ' Result / PesyabraThbi | Specification / Hopma 1l
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6mee umcino Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U IJIECHEBBIX
rpubor
c) E. coli Absent / Shall be absent in 1g/ ]
OtcyTcTByer JlomKHBI OTCYyTCTBOBATL B 1 T
9 | Assay/KonnuecTeennoe 99.0 mg/99.0 mr Not less than 90.0 mg and not more than
onpeaeJyieHne 110.0 mg C3H;2N2OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr C;3H;2N»OsS
(Humecynun) B TableTke
10 |Package / Ynakoska 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Ttabnerox B|carton. / Ilo 10 Tabmerox B IIBX /
IBX/amomuHues om Gnuctepe. ITo 3 | anroMUHHEBOM 6aucrepe. Ilo 1, 2, 3 umm 10
GircTepa BMeCTe C MHCTPYKUMel Mo | GNUCTepoR  BMecTe  C UHCTpYKUMEH no
| TPUMEHEHHIO B Ta4Ky KaPTOHHYIO. | IPMMEHEHHIO B Na4Ky KapTOHHYIO.
.l 11 |Labeling / MapkupoBka Complies as prescribed / According to ND / o
‘ CootsercTBYeT TpeGoBaHHUAM B cootrercreuun ¢ HY
[ 12 | Storage conditions / Store protected from light below 25°C / B samuuienHoM oT cBera mecte npu
‘ XpaHeHue Temneparype He Boilie 25°C
13 | Shelf life / Cpox roagnocTu 3 years/ 3 rona Bl
L

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanne: [IponykT coorsercTByer TpeboBanmsam H]T 3akmovenne: QJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxrorosneno: [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoguress
Ankit A Pawan Kumar {

A

(L~ =L
Print Datc / Print Date / Print Date /
Hara: 30.05.2022 Hara: 30.05.2022 Hara 30.05.2022
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