Dr.Reddy’s ":‘

Dr. Ready's Lanoratories Lid
Formulation Unit-6

Vill. Khel, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, [f{Dix
Tel : +91 98166 5G001-02
www.drrecddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page1of4/Crp.1uz 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2401355 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnetok
Analytical Report No / : 040002599142 Date of Analysis / 1 22.07.2024
AnanuTnuyeckmii oryer Ne HaTa ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
HJaTa npouszBoacTBa T'open mo (BKI)

28.09.2022)

Analysis performed according to ND / Ananu3s nposeaen nmo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Neo 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

Ne Test / [ToxazaTennb
1 Description / Onucanue

Result / PesyabTaTsl
Complies / CooTBeTcTBYET

| Yellowish white round biconvex tablets with

Specification / Hopma

smooth surface. / Besble ¢ eaTOBATBHIM OTTEHKOM
KpYTJible OBOSKOBBIMYKJIBIE TabNETKH C TUIagKoOM
MOBEPXHOCTHIO.

2 Identification /
IoanuHHOCTD

_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 y#epKWBaHHS OCHOBHOrO ITHKa Ha |
XpOMaTOrpaMMe KCHBITYEMOro PacTBOpa HOJKHO
COOTBETCTBOBATH BpPEMEHH yIepKUBAHUS
OCHOBHOrO0 MHKa Ha XpoMaTrorpaMme pacTBopa
craHaapTHOro obpasna HuMmecyinuza (paszen
«KoM4ecTBEHHOE ONpeIeTICHUE)

3 Average weight and mass
uniformity / Cpegusisi
Macca H OJHOPOAHOCTD
mMacchl

307.1 mg/307.1 mMr

Complies / CooTBeTCTBYET

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

18/20 tablets —-NMT + 5 % /
18/20 tabmerok — He boytee £ 5 %

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

4 Dissolution / PacTBopenne

100 %, 100 %, 99 %, 98 %, 99 %,

99 %,

Not less than 75 % (Q) of labeled amount of
Ci13H12N»0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHANBHOTO
conepxanua Ci3H2N2OsS (Humecynun) yepes 45
MUH.

Remarks : The Product conforms to ND /
IIpumeuyanue: IIpoaykr coorBeTcTBYeT TpeboBanuaMm HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /Ilonrorosneno:

Pardeep Kumar 4’”

Checked by / ITposepeHo:
Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep/ PykosojuTens
Abhishek Chauhan (_. - /ﬂ

Reprint Date /
JaTa: 04.10.2024

Reprint Date /
Jara: 04.10.2024

Reprint Date /
Hata: 04.10.2024

l

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indin
Tel: 491 40 4500 2900, Fax +91 40 4900 2999, Ermail: mnail@drreddys.com
CIN: L85195AP1984PLCOOASGT

wwwv.drreddys.com




Or. Reddy's Laboratoriss Lid
@ o Formulation Unit-6
Dr. Reddy’s ‘... Vill. Khol, Nalagaih Read, Badds,
° Distt. Solan, H.P, 173 205 11D
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 uz 4
Product : Nise tablets 100 mg
Ipoaykr : Haii3®, rabnerku 100 Mr
Batch No / 1 V2401355 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002599142 Date of Analysis / : 22.07.2024
AHanIuTHYEeCKHI oTyeT Ne Jarta anaania
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npou3BoACTBa Toren mo (BKJT)
Analysis performed according to ND / Anaans mposemen mo HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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
28.09.2022)

[N | Test / IlokazaTesn Result / PesyapTaTe! Specification / Hopma
5 Water / Boaa 3.2% Not more than 6.0 % w/w / He 6onee 6,0 %
6 | Related substances / PoacTeeHHbIe IpHMeECH
Impurity A / Ilpumecs A Below LOD (LOD =0.0019 %)/ |NMT 0.20 % / He 6oxee 0,20 %
Hwxe npenena obrapyxenus (ITO =
0.0019 %)

Impurity B / ITpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %
Hixe nipesena KOJIHYECTBEHHOTO
onpeaenenus (ITKO = 0.0084 %)
NMT 0.20 % / He 6onee 0,20 %

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

Impurity C / Ipumecs C Not detected / He obHapykeHa

Impurity D / Ipumect D Not detected / He obHapyxeHa
Impurity E/ Ipumece E Not detected / He oOHapyxeHa

Impurity F / Ilpumecs F Not detected / ne 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas
HeugeHTHUUUHpYeMas
MPHUMECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
rpuMecei
7 Uniformity of dosage units 2.6 Acceptance value (AV) should be not more than N
/ OXHOpOAHOCTH 15.0 / Tlokazarenp mpueMneMocTd (AV) noyxeH
[O3HPOBAHHS 661Th He 6onee 15,0

8 Microbial limits* / MuxpoOuosoruyeckast yucrora®

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

ITpumeuanue: [Iponykr cooTBeTcTBYET Tpebopanusm HJJ 3akmouenue: OJIOBPEHO

Prepared by /IlogroroeneHo: | Checked by / IlposepeHo: Approved by: Manager / fixecutive /

Pardeep Kumar QL/' Pawan Kumar Onobpeno: Meremkep / Pykosoirens
< : A Abhishek Chauhan L ’/r

Reprint Date / Reprint Date / ! Reprint Date / |

Jara: 04.10.2024 Hara: 04.10.2024 Hara: 04.10.2024

Registered Office: 8-2-337, Road Mo 2, Banjara Hills, Hyderabad - 560634, Telangana, India
Tel: +91 40 4800 2900, Fax: +51 40 4900 2999, Emiail: mail@drreddys.con
CIN: LES195AP198IPLCO04507
www drreddys.com




Dr.Reddy’s ":‘

Or Reddy's Laboratorizg it
Formulation Unii-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205 if3A
Tol: +91 98166 56001-02

v drreddys.cor

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page3 of 4/ Crp.3 m3 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2401355 Batch Quantity / : 5000000 tablets /
Cepus Ne O6beM cepHu 5000000 Tabnetok
Analytical Report No / : 040002599142 Date of Analysis / : 22.07.2024
AHaauTH4ecKHil oTyer Ne Jara anajausa
Date of Manufacture / 1 06/2024 Date of Expiry / : 052027
Jara npoussoacTBa T'omen mo (BkJI)

Analysis performed according to ND / Ananus nposexen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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

28.09.2022)

Ne Test / Hoxasa’re,m,_

_ Result/ PesyabTaThl

Speciﬁcaﬁ;l / Hopma

a) Total aerobic microbial NA | Not more than 1000 CFU/g /
count / Oblee YucIo He 6onee 1000 KOE/r
a3pOOHBIX

MHKPOOPTaHH3MOB

b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Obmee He 6onee 100 KOE/r

YHCII0 APOAOKEBEBIX H

TUTECHEBBIX IPUOOB

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

JIOMmKHEI OTCYTCTBOBAThH B 1 T

9 Assay / KonndecTBenHoe
onpenesieHUe

99.3 mg/99.3 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H;2N-OsS  Nimesulide in tablet /
Ot 90,0 mr g0 110,0 mr Ci3H12N20sS (HumMecynum)
B Tabnerke

|

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10]

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / Ilo 10 Tabnerok B|Ilo 10 tabnerok B [IBX / amoMHHIEBOM OiHCTEpE.
IIBX/amomunueBom Gnucrepe. ITo 2 (ITo 1, 2, 3 wunu 10 6aucTepoB BMecTe
6aKcTepa BMECTe C MHCTPYKLIMEH 10 | MHHCTPYKLUMEeH 10 NPHMEHEHHIO B Ia4Ky
[PUMEHEHHIO B MAYKy KapTOHHYIO. | KAPTOHHYIO.

11 |Labeling/ Maplcnpomca“ Complies as prescribed / According to ND /
CooTBeTCTBYET TPeOOBAHUIM B coorsetcTBHH ¢ H/J

12 | Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT CBe€Ta MECTE MpH TEMIIEPAType

XpaHeHue

He Bbile 25°C

Remarks : The Product conforms to ND /
Ilpnmevanne: ITponykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /[Toarorosinero:

Pardeep Kumar 1

Checked by / ITposepeHo:
Pawan Kumar

i

Approved by: Manager / Bxecutive /
Onobpeno: Meremxep / YI{DBOIL/'lTEJlb

Abhishek Chauhan {

Reprint Date /
Jata: 04.10.2024

Reprint Date /
Hara: 04.10.2024

Reprint Date /
Jlata: 04.10.2024

Registerad Officer 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500024, Taiangana, Indin
Tel: +91 40 1860 2806, Fax: 421 40 2900 2999, Enail: mail@drreddys.com

CIN. LES195APT1984PLCA0ASGT
winwvdrredays.com




Cr. Reddy's Laboratories Lid
Formulation Unit-6

e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Roag, Rad:i,

Distt. Solan. H.B, 173 205, IIMDA
Tal: +91 98165 5600102
www, Grreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page4of4/Crp.4uz 4

Product : Nise tablets 100 mg
Hponykr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401355 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002599142 Date of Analysis / : 22.07.2024
AHajguTnyeckuii oryer Ne JaTa aHa;u3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa Topen g0 (BK)

Analysis performed according to ND / Anaius nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 o7 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

28.09.2022)

.N_‘E Test / Hoxasa_?e;l:_ | Result / Pe3yabraTh! | Specification / Hopma
13 Shelf life / Cpox roanocru |3 years/ 3 roga

*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.
* AHanuz mo mokazaTemo «MHUKpoOHoNIOTHYeCKass YHCTOTa» NPOBOAMTCA IPOM3BOAMTENIEM IIPH BBINYCKE MEPUONMYECKH
(c uHTepBanoOM ofHO uctsiTaHKe Ha 20 cepuii wiM He MeHee 1 pasa B ron). [Tokasarenb MoxxeT GeITh He BKMOYEH B CepTuduKar

aHanu3a QIpMBL.

API name (INN) / A®@C (MHH); Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243016, NMS-1A-243017

Homep cepuu npouszsogureasa APC:

FP Manufacturer API Batch number / FERA00237, FERA00238

Howmep cepuu cybctannun npounssoguress IJID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

IIponssoautens APC, crpana: Masnranam lpars sux Opranuke JItn, UHaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusM HJ 3axyouenune: OJJOBPEHO
Prepared by /Tlonrorosneno: | Checked by / [IpoBepeHo: Approved by: Manager / Executive /
Pardeep Kumar Pawan Kumar Onobpeno: Menewkep / Pykosoaureis

QQL':' A Abhishek Chauhan 7

Reprint Date / Reprint Date / Reprint Date / -
Hara: 04.10.2024 Jata: 04.10.2024 Jara: 04.10.2024

Registered Officer 8-2-337, Road No 3, Banjara Hills, Hyderabad - 50003, Telangana, indin
Tel: +01 4G 4260 290G, Fax: +91 40 4900 2992, Email mail@drreddys.com
CIN: LES195AP1984PLCO0ASCT
wyav.drreddys.com




