Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page 1 of4/ Crp. 1 u3 4

Product Nise tablets 100 mg
Hpoaykr Haiiz®, tabnerku 100 mr
BatchNo/ : V2400803 Batch Quantity / : 5,000,000 tablets /
Ceprist Ne OobeM cepun 5,000,000 Tabnerok
Analytical Report No / : 040002536018 Date of Analysis / : 30.05.2024
AHAJIHTHYECKHI 0TueT Ne Hara ananuza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara nponssojcTea I'oxen g0 (BK)
Analysis performed according to ND / Ananus nposegen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne Test / llokazaTesn
1 |Description / Onncanue

Result / PesyabTaTbl
Complies / CooTBeTcTBYET

. Specification / Hopmya
'Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XeNTOBATHIM OTTEHKOM
KpYTJible [IBOAKOBBIMYKIIbIe TableTKH C INaakoi

MOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTDH

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 /
Bpemss yoepXUBaHUS OCHOBHOTO TIMKAa Ha
XpOMAaTOrpaMMe MCIBITYEMOro pacTBopa JOJDKHO
COOTBETCTBOBATh BpeMeHH yIOEPKUBAHUA
OCHOBHOTIO MHMKa Ha XpOMaTOrpaMMe pacTBopa
cTaHapTHOro oOpasua HuMecyniuaa (paszen
«Konn4ecTBEHHOE OMpeAeIEHHE)

3 | Average weight and mass
uniformity / Cpeansas macca
OJHOPOTHOCTb MACChI

3104 mg /3104 mMr

Complies / CooTBeTcTBYyET

(310 mg = 5.0 % /310 Mr £ 5,0 %

18/20 tablets —-NMT £+ 5 % /
18/20 tabnetok — He Honee = 5 %

2/20 tablets ~NMT = 10 % /
2/20 Tabaerok — ge 6onee = 10 %

4 :Dissolution/PaCTBopeHne

99 %,

99%, 102 %, 99 %, 99 %, 99 %,

Not less than 75 % (Q) of labeled amount of
C13H12N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHUHAJIEHOTO
comepkanua C3H;2N>OsS (HuMecynun) yepes

Remarks : The Product conforms to ND /
IMpumeuanue: [Tponykt coorBeTcTBYET Tpedonantam HI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /
TToaroroBneHo: Santosh ITposepeno: Pardeep Kumar

Kumar Maurya T cf/

Approved by: Manager / Executive /
Onobpeno: Menenxep / PykoBoaurens

Manoj Kumar e _/fgf

=
Reprint Date /
Hata: 30.05.2024

Reprint Date /
Iarta: 30.05.2024

Reprint Date /
Hara: 30.05.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drredadys.com
CIN: L85195AP1S84FLCO04597
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

Impurity E / Ilpumecs E

| Not detected / He oGHapyseHa

Impurity F / Ilpumecs F

|
Not detected / ne obHapyxeHa

Any unknown individual

CEPTUOHUKAT AHAJIU3A
Page 2 of 4/ Crp. 2 n3 4
Product Nise tablets 100 mg
IIpoaykt Haiiz®, Tabnerkn 100 Mr
BatchNo / 1 V2400803 Batch Quantity / : 5,000,000 tablets /
Cepwuin No O6Bem cepun 5,000,000 Tabneroxk
Analytical Report No / : 040002536018 Date of Analysis / : 30.05.2024
AHaJIMNTUYECKHIT oTueT Ne JlaTa aHaJiu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jdata npousBoacTsa I'oaen o (BK)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / n3m. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTenn Result / PesyabraThl B ‘Specification / Hopma
45 MuH.
5 | Water/Boaa 3.1% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoicTBeHHbIE TpUMECH B
Impurity A / Ilpumecs A 0.02% NMT 0.20 % / He 6omee 0,20 %
Impurity B / IIpumecs B | 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not detected / He obHapyxena | NMT 0.20 % / He Gonee 0,20 %
Impurity D / [lprvecs D | Not detected / He o6Hapyxena  [NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

impurity / EmunuyHas
HeuaenTudULUpYyeMast PUMECh 0.04%

|

|

Total impurities / Cymma 0.12% NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more than

OOHOPOAHOCTH JO3UMPOBAHUSA 15.0 / Iokazatens npuemnemoctu (AV) TomKeH

Remarks : The Product conforms to ND /
ITpumeuanue: IIponykT coorBeTcTBYeT TpeboBaHnaM HJL

Conclusion : APPROVED /
3axiaouenue: OJJOBPEHO

Prepared by /
ITogrorosieHo: Santosh

Kumar Maurya @é P
-

Checked by /
ITposepeno: Pardeep Kumar

.

e

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonuTens
Manoj Kumar

Reprint Date /
Jara: 30.05.2024

Reprint Date /
Hata: 30.05.2024

Reprint Date /
Hara: 30.05.2024

Registered Cffice: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tel: #91 40 4900 2200, Fax: +91 46 4300 2999, Email: mail@drreddys.com
CIN: L851954P1584FLCQ04507

wwawdrreddys.com



Dr.Reddy’s ":’

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAIIN3A

Page 3 of 4/ Ctp. 3 uz 4

JlaTta Npou3BOACTBA

Product Nise tablets 100 mg

IlpoaykT Haiiz®, Tabnerkn 100 Mr

Batch No / : V2400803 Batch Quantity / : 5,000,000 tablets /
Cepusn Ne O6bem cepuu 5,000,000 Tabnerox
Analytical Report No / : 040002536018 Date of Analysis / : 30.05.2024
AHaauTnyeckmii oruer Ne JlaTa aHaau3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

TopeH ao (BKJT)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot

Ne Test / IlokazaTenanb

Result / PesyabTaTbl

Specification / Hopma
65ITh He Gonee 15,0

8 | Microbial limits* / MukpoGuoJoruyeckasi 4HcToTa*

a) Total aerobic microbial count NA Not more than 1000 CFU/g /

/ Ob1uee yrco a3pobHBIX He 6onee 1000 KOE/r

MHKpPOOPraHH3MOB

b) Total combined yeasts_ and NA Not more than 100 CFU/g / ;
mould count / Obwee uncio He 6onee 100 KOE/r

IPOMOKEBBIX M TUIECHEBBIX

rpubos

¢) E. coli NA ‘Shall be absent in 1g/

JIOJDKHBI OTCYTCTBOBaTh B 1 T

9 | Assay/ KoanuecTBennoe 99.8 mg/99.8 mMr

onpeaejaenue

Not less than 90.0 mg and not more than 110.0 mg
C13H|2N20sS  Nimesulide in tablet /
Or 900mMr mo 110,0mr Ci3sHp;2N20OsS
(uuMecynun) B Tabnetke

10 |Package / YnakoBka [10 tablets

Io 10 TabneToK B | 6nmcrepe. 1o 1, 2, 3 unu 10 GiuctepoB BMECTE C
| [IBX/amoMUHHEBOM  OiucTepe. | MHCTPYKUMEH 1O  MNPHMEHEHWI0O B MadKy
I[lo 3 6nucrepa BMeCTe C|KapTOHHYIO.

|I/IHCprK].lI/[Cﬁ Mo NpUMEHEHHIO B

‘ [ayKy KapTOHHYIO.

in PVC/aluminum | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient | blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ ITo 10 Tabnerok B TIBX / amoMHHHEBOM

Remarks : The Product conforms to ND /
IIpumeyanue: [IpoAyKT COOTBETCTBYET TpeOOBAHUIM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by /
IoarororneHo: Santosh Iposepeno: Pardeep Kumar

Kumar Maurya (fﬁ\ k-[—’/
Pl — -

[y

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

Manoj Kumar ; 2 ?

Reprint Date /
HaTta: 30.05.2024

Reprint Date /
Jara: 30.05.2024

Reprint Date /
Hata: 30.05.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FPLC004507
www.direddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Paged4 of 4/ Crp. 4 u3 4

JlaTa npou3BoACTBA

Product Nise tablets 100 mg

IIpoaykTr Hai3®, Tabnerku 100 mr

Batch No / : V2400803 Batch Quantity / : 5,000,000 tablets /
Cepps No O6beM cepun 5,000,000 TabneTox
Analytical Report No / : 040002536018 Date of Analysis / : 30.05.2024
AHaJIMTHYECKHI oTdeT Ne JlaTa aHajiu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

Toaen o (BKJI)

Analysis performed according to ND / Ananu3s npoeegen mo HJ/I: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / u3m. Ne 3 ot

Temrneparype He Boime 25°C

28.09.2022)
N | Test / Iloka3aTean Result / PesyabTaTel Specification / I-lopma_
11 |Labeling / MapkupoBska Complies as prescribed / According to ND /
CooTBeTcTBYeT TpeboBaHUAM B cootercTBuu ¢ HI
12 | Storage conditions / Xpanenue | Store protected from light below 25°C / B 3amminenHoM oT cBeTa Mecte npu.

13 | Shelf life / Cpox roan

OCTH 3 years /3 roma

*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.

* AHaIM3 MO MNokazarelio «MHKpOGHONOrHYecKas YUCTOTa» IMPOBOJUTCA MPOU3BOLMTENEM MPH BBIMYCKE MEPHUOAMIECKH
(c MHTEpBAOM OJHO UCTIbITaHHe Ha 20 cepuii MM He MeHee 1 pasa B ron). [Tokasatenb Moxet GbITh He Brmo4eH B CepTudukar

aHaIHM3a (MHPMBL

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npoussoaureasa ADPC:

NMS-1A-243008

FP Manufacturer API Batch number /
Homep cepun cy6cTanuuun npoussoaunteis I'JIP:

FERAO00189

API Manufactured by & country /
Iponssoaurtens ADPC, cTpana:

Mangalam Drugs and Organics Ltd, India /
Mauranam Jlpars san Opranukc JIita, Muaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [poaykT cootBeTcTBYET TpeboBanusm HJT 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarotoeneHo: Santosh Ipoeepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoguTeb
Kumar Maurya (,E Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.05.2024 Hara: 30.05.2024 Hara: 30.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Ermnail: maii@drreddys.com

CIN: LB5195AP1584FLCO04507

www.drreddys.com






