Dr.Reddy’s Q':

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddvs.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 1 0of4/Crp.1n34
Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerkun 100 Mr
Batch No / 1 V2401150 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepuit 5000000 Tabnetox
Analytical Report No / : 040002578884 Date of Analysis / : 30.06.2024
AHaJauTHYeCKHH oTdeT Ne Jlata ananunsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jarta nponsBoacTsa T'ogen mo (K1)
Analysis performed according to ND / Ananus nposeaen mo HJI: TI 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, amend Ne 3 from 28.09.2022 / u3m. Ne 3 or
28.09.2022)
7_ Ne Test / llokasarens Result / PesyabTaThi ___ Specification / Hopma
1  |Description/ Onucanue Complies / CoorBetrcTByeT Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ »eNTOBATHIM OTTEHKOM
KpYTJible OBOSKOBBINYKIbIE TabIETKH ¢ TJIAagKOM
NOBEPXHOCTBIO.
2 Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoastHHHOCTL chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemst  ymepXHBaHHS OCHOBHOI'O [WKa Ha
XpOMaTorpaMMe MCIBITYEMOTr0 PacTBOpa NOJKHO
COOTBETCTBOBATh BpeMeHH YACPUBAHUS
OCHOBHOIO MHKAa HA XpOMarorpamMme pacTBopa
cTaHmapTHoro obpas3ua HuMmecynuna (pasgen
«KonuiecTBeHHOE OnpeaeieHHe»)
3 Average weight and mass 305.7 mg/305.7 mr 310 mg+5.0% /310 Mr£5,0%
uniformity / Cpeausin Complies / CooTBercTBYeT 18/20 tablets —-NMT + 5 % /
SR el (AL 18/20 Tabnetok — He bonee £ 5 %
MACChI
2/20 tablets — NMT + 10 % /
2/20 Tabnetok — He 6onee £ 10 %
4 Dissolution / PactBopenue |97 %, 97 %, 99 %, 99 %, 97 %, 96 % | Not less than 75 % (Q) of labeled amount of

C13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHaNLHOTO
conepxanus C3H2N2OsS (Humecynua) uepes 45
MUH. |

Remarks : The Product conforms to ND /
Ilpumeuanne: [Tpogykr coorBetcTByeT TpeboBannam H]|

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonroToBneHo: y ITpoepeno: Pawan Kumar Onobpeno: Menemkep / Pykosonuress
Pardeep Kumar CD-,L'/ . 4\ Manoj Kumar ‘\“h_wgl,li‘}("
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.09.2024 Hara: 23.09.2024 Hara: 23.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.comn

CIN: L85195AP1984PLC0O0N4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page2of 4 /Crp.2 uz 4

Product : Nise tablets 100 mg
Hpoaykr : Haiiz®, tabnerku 100 mr
Batch No / : V2401150 Batch Quantity / : 5000000 tablets /
Cepus No O0nbem cepun 5000000 Tabnerox
Analytical Report No / : 040002578884 Date of Analysis / : 30.06.2024
AHaNTUTHYeCKHH oT4eT No JlaTa ananu3sa
Date of Manufacture / : 06/2024 Date of Expiry / ¢ 05/2027
JaTa npou3BoAcTBa I'onen o (BKJI)

Analysis performed according to ND / Ananus nposexen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 / Iloka3aTenn Result / PesyabTaThbl Specification / Hopma
5 Water / Boaa 3.5% Not more than 6.0 % w/w / He 6onee 6,0 %
6 ':_R(iatgd substances / POHCTseprle_npnmecu_ B ]
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %) /|NMT 0.20 % / He 6onee 0,20 %
Huxe npenena KOJIMYECTBEHHOTO '
onpenenenus (ITKO = 0.0057 %)
Impurity B / [Tpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C | Not detected / e 06HapyxeHa NMT 0.20 % / He 6osee 0,20 %
Impurity D / IIpumecsy D Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / IIpumecs F Not detected / He 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %
: Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EqunuuHas Below LOQ (LOQ = 0.0143 %) /
HenaeHTUPHIMpYyeMas Humwxe npenena KOJMMYECTBEHHOIO
TpUMeECh onpepenenus (ITIKO = 0.0143 %)
Total impurities / Cymma 0.03 % NMT 1.5 % / He Gonee 1,5 %
npuMmeceit
7 | Uniformity of dosage units 4.7 Acceptance value (AV) should be not more than
/ OaHopoaHoCTL N - 15.0/ Tlokazatens npreMaeMocts (AV) HoimkeH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipameuanne: [IpogykT coorBeTcTBYeT TpeboBanusm HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: IlpoBepeno: Pawan Kumar Opnobpeno: Menemkep / Pykosoautens
Pardeep Kumar QL—/’ L Manoj Kumar \h“ m { .
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.09.2024 Hara: 23.09.2024 Harta: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 3 of 4/ Ctp. 3 u3 4

Product Nise tablets 100 mg
Ilpoaykr Haiis®, Tabnetku 100 Mr
Batch No / : V2401150 Batch Quantity / : 5000000 tablets /
Cepun Ne O6bem cepuu 5000000 Tabnetok
Analytical Report No / : 040002578884 Date of Analysis / : 30.06.2024
AHanuTHIeCKHIH oT4eT No JlaTta ananu3za
Date of Manufacture / : 06/2024 Date of Expiry / 1 05/2027
JlaTa npousBoiacTBa T'open no (BK)

28.09.2022)

Analysis performed according to ND / Anaius nposegen mo 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 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uaM. Ne 3 ot

N Test / TokasaTen
IO3RPOBAHUS

Result / PesyabTaThi

Specification / Hopma -
ObITE He Oonee 15,0

8 Microbial limits* / MukpoGuosiornueckasi yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee yUcio He 6onee 1000 KOE/r
a3poOHBIX

MHKPOOPTaHH3MOB

b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / O6ee He 6onee 100 KOE/r

YUCIO APOAOKEBBIX U

IUTECHEBEBIX TpUOOB

¢) E. coli NA Shall be absent in 1g /

JIOMKHBI OTCYTCTBOBATh B 1 T

9 Assay / KonnuecTBenHoe
onpepeieHHe

96.7 mg/96.7 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3HjpN20sS  Nimesulide in tablet /
Ot 90,0 mr go 110,0 mr C3H2N>05S (HuMecymnum)
B TabneTke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / IJo 10 Tabnerok B
IBX/amoMuuneroMm 6nuctepe. Ilo 2
6nucTepa BMeCTe ¢ MHCTPYKLUMEHR Mo
TIPUMEHEHHMIO B Ma4Ky KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnerok B [IBX / amomMuHueBoM GIIMCTEpE.

ITlo 1, 2, 3 wimu 10 OGnuctepoB BMecTe ¢C
MHCTPYKLHEH N0 TNPUMEHEHHIO B  MaukKy
KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /

According to ND /

Remarks : The Product conforms to ND /
IIpumeyanne: [IponykT coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

=l

Checked by /
[TpoeepeHo: Pawan Kumar

Approved by: Manager / Exccutive /
Onobpeno: Mernemxep / PykoBoanTeNb
Manoj Kumar A '

Reprint Date /
Jara: 23.09.2024

Reprint Date /
Hara: 23.09.2024

Reprint Date /
Jara: 23.09.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page4of 4 /Crp. 4 u3z 4

Product Nise tablets 100 mg
Ipoagykr Haiiz®, Tabnerku 100 mr
Batch No / : V2401150 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerox
Analytical Report No / : 040002578884 Date of Analysis / : 30.06.2024
AHauTHYECKHI oTyeT No JlaTta aHaau3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTBAa T'open o (BKI)

Analysis performed according to ND / Ananus nposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Specification / Hopma
B cootBercTRUM ¢ H]I

Result / PesyabTarTsi
CootrBeTcTBYyeT TpEOOBAHUSAM

Ne Test / IloxazaTen

l
Store protected from light below 25°C / B 3amuimeHHOM OT cBeTa MeCTe IPH TeMmepaType
He Bble 25°C

12 | Storage conditions /
Xpanenue

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

*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.

* Ananuz mo nokasatemo «MuKpoGHONOrHYeCkas YMCTOTa» INIPOBOAMTCS TMPOMIBOAMTENEM MPH BHITYCKE MEPHOMMUECKH
(c MuTepBanoM oaHO HcTbITaHue Ha 20 cepwuii WK He MeHee 1 pasa B rox). [Tokasatens Moxer GBITh He BKIOueH B CepTHduKaT
aHasm3a (pMpMbl.

API name (INN) / A®C (MHH):

API manufacturer batch number /

Homep cepun nponssogurens APDC:

FP Manufacturer API Batch number /

Howmep cepun cydcraunun npoussoaurens LJIdD:

Nimesulide / Humecynun

NMS/13121231, NMS/13121237

FERA00265, FERA00267

API Manufactured by & country /
IIpounsBogurens A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu lparz JItn., Unaus

Remarks : The Product conforms to ND /
Hpumeuanne: [IpoxyxT cootBercTByeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloaroroneHo: i ITposepeHo: Pawan Kumar Onobpeno: Menemxep / PykoBognTeiin
Pardeep Kumar Manoj Kumar

P :;I_,.; 4\ i u\\\mz&‘&t
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.09.2024 Hara: 23.09.2024 Hata: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2959, Email: maii@direddys.coin
CIN: L85195AP1984PLCO04507
www drrerdys cam




