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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page 10of4/Crtp.1u3 4

Product Nise tablets 100 mg
Ipoaykr Haitz®, Tabnaetku 100 mr
Batch No / : V2401149 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepHu 5000000 tabnerok
Analytical Report No / : 040002574858 Date of Analysis / 1 26.06.2024
AHanuTHYecKHii 0T4eT Ne Jarta ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npouzBoAcTBA T'ogen go (BKN)

Analysis performed according to ND / Auaau3s nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / nam.
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 / uzam. Ne 3 or
28.09.2022)

N
1

Test / HoxazaTenn
Description / Onucanne

Result / PesynbraThl
Complies / CootBercTByeT

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ KeITOBATBIM OTTEHKOM
KpYIJIbIE OBOSAKOBBINYKJBIE TableTku ¢ rnagxoit
TIOBEPXHOCTEIO.

Identification /
MoaauHHOCTH

- Complies / CoorBeTcTBYET

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 ynepxUBaHHs OCHOBHOTO MMKa Ha
XpOMaTorpaMMe HCIBITYEMOIO PacTBOpa AOJKHO
COOTBETCTBOBATH BpEMEHH YIEepKUBAHHSA
OCHOBHOIO [MKa Ha XpOMaTorpaMMe pacTBOpa
cragaaptHoro obpasua Humecynuna (paszgen
«KonnuecTBeHHOE OTIpEeaeneHHE)

Average weight and mass
uniformity / Cpeausis
mMacca ¥ OJHOPORHOCTH
Macchl

309.8 mg/309.8 Mr

Complies / CooTBercTByeT

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

18/20 tablets —-NMT =5 %/
18/20 Tabnerok — He Goyee = 5 %

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

Dissolution / PacTBopenne

94 %, 94 %, 98 %, 96 %, 98 %, 94 %

Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMUHAILHOTO
cogepxkanus Ci3H12N>OsS (Humecynun) yepes 45
MHH.

Remarks : The Product conforms to ND /
Ilpumevyanue: Ilponykr cootBeTcTBYET TpeboBatusam HIT

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by /
ITogroroBneno:
Pardeep Kumar i

A
{,

L=

Checked by /
ITpoBepeHo: Pawan Kumar

X

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pyko
Manoj Kumar

BOAUTENE
f kg{ﬁl

Reprint Date /
Hara: 23.09.2024

Reprint Date /
Jlara: 23.09.2024

Reprint Date /
Hara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4500 2999, Email: mali@drreddys.coin
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page 2 of 4/ Ctp.2 uz 4

Product : Nise tablets 100 mg
Ipoaykr : Haiis®, tabnerkn 100 Mr
Batch No / 1 V2401149 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepnn 5000000 Tabnerok
Analytical Report No / : 040002574858 Date of Analysis / : 26.06.2024
AHandTHYecKni oTyeT Ne JlaTa aHaam3a
Date of Manufacture / : 06/2024 Date of Expiry / 1 05/2027
JlaTa npou3BoacTBA Togen go (BK)

Analysis performed according to ND / Ananu3s nposeaen no HJI; TI N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne | Test / IlokazaTenn | ~ Result/ Pe3ynbTaThl Specification / Hopma
5 Water / Boaa 3.1% Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / Ponc'n;eum,le npHMecH -
Impurity A / Ilpumecs A Below LOD (LOD = 0.0019 %) /|NMT 0.20 % / He 6onee 0,20 %
Huxe npeaena obnapyxenus (I1O =|
0.0019 %)
Impurity B / IIpumecs B 0.03% NMT 0.20 % / He 6omnee 0,20 %
Impurity C / IIpumecs C Not detected / He o6Hapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not detected / ne obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity ¥ / Ilpumecs F Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual | NMT 0.20 % / He 6onee 0,20 %
impurity / Enunvnunas Below LOQ (LOQ = 0.0143 %) /
HeupeHTHULIMpYEMas Huxe mnpenena KONMHYECTBEHHOTO
TIPUMECH onpenenenus (IIKO = 0.0143 %)
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7| Uniformity of dosage units 2.3 :Acceptance value (AV) should be not more than
/ OanopoaHOCTh L - 15.0 / Tloka3zaresip npuemaeMocTH (AV) nomxeH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTCTBYET TpeboraHusM HJ 3akmwouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TToaroroBneHo: IIpoBepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonurens
Pardeep Kumar L, Manoj Kumar . (]
I - | = '.\\"w L
——
Reprint Date / Reprint Date / Reprint Date /
JHara: 23.09.2024 JHara: 23.09.2024 Jata: 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.coin
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page30f4/Crp.3u3z 4

Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2401149 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepum 5000000 Tabnerok
Analytical Report No / : 040002574858 Date of Analysis / : 26.06.2024
AHaIUTHYeCcKHH o0TYeT Ne Jlara ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Hara npoussoacrea Togen no (BkJ)

Analysis performed according to ND / Ananus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 o1 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)
Ne Test / Ilokazarenn | Result / PesynbTaThl | B Specification / Hopma
NO3HPOBAHUS 66ITh He Bonee 15,0
8 | Microbial limits* / Mukpobuosioruyeckas 4Mcrora* -

a) Total aerobic microbial | NA Not more than 1000 CFU/g /
count / O6iuee yucio He 6onee 1000 KOE/r
a3po6HBIX

MHKpPOOPTraHU3MOB

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

YHCHO APOAOIKEBEIX U

IJIECHEBBIX TPUOOR

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

JlomKHEI OTCYTCTBOBATE B 1 T

Not less than 90.0 mg and not more than 110.0 mg

9 Assay / KosuuecTBeHHOe 99.6 mg/99.6 mr
onpeaejeHHe CisHi2N2OsS  Nimesulide in tablet /
01 90,0 Mr g0 110,0 mr Ci3H2N205S (Humecymum)
B TabyeTke
10 |Package/ Ynakoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,3 0r 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / ITo 10 Tabnerok B |ITo 10 rabnerok B [IBX / amomunueBom 6ancTepe.
INBX/amomunnerom 6nuctepe. Ilo 2|Tlo 1, 2, 3 wnu 10 OnucrepoR BMmecTe c
6nucTepa BMECTE C MHCTPYKLIMEH 110 | MHCTPYKLMEH [0 [PUMEHEHUO B  Madky
NPUMEHEHHIO B MauKy KAPTOHHYIO. | KAPTOHHYIO.
11 |Labeling / Mapkuposka | Complies as prescribed / According to ND /

Remarks : The Product conforms to ND /
IIpumeuanne: [IponykT cooTBeTCTBYET Tpebobanusam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnewo: IposepeHo: Pawan Kumar OnobpeHo: Menemxep / PykoBoaurens
Pardeep Kumar i/ Manoj Kumar = c
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.09.2024 Hara: 23.09.2024 Hara: 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 4500 2999, Email: maii@drreddys.com

CIN: L.85195AP1984PLC0O0450/
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A
Page 4 of 4/ Ctp. 4 uz 4

Product Nise tablets 100 mg
IIpoaykr Hait3®, tabnerku 100 mr
Batch No / 1 V2401149 Batch Quantity / : 5000000 tablets /
Cepus N\e O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002574858 Date of Analysis / : 26.06.2024
AHAJTMTHYECKHH oTYeT Ne Jlara ananu3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTBa T'open go (BKIT)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot

28.09.2022)

Specification / Hopma

Result / PesyasTaThl [ ]
‘ B coorsetctuM ¢ H]J

CootBeTcTRYET TpeOOBaHUAM

| N ] ~ Test/ Mokasares

Store protected from light below 25°C / B 3aiuIieHHOM OT CBeTa MECTE IPH TEMITIEPATYpPE
He Beiue 25°C

12 'Storage conditions /
XpaHenue

13 |Shelf life / Cpok roanocTu

3 years / 3 ronma

*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.
* AHamuz 0o IoKazaTeNio «MHKpOOHONOrHYeckas YUCTOTa» NPOBOAUTCA [POU3BOAMTENEM [PH BBHIYCKE MEPUOIHYECKH
(c nHTEpBanOM OOHO MCHBITaHHe Ha 20 cepuii Wiu He MeHee 1 pasa B ron). [Tokasaresns MoXeT ObITE He BKIIOUEH B CepTU(HKAT

aHajM3a (pUpMBL.

API name (INN) / A®C (MHH):

API manufacturer batch number /

Homep cepun npouzpoautea ADC:

FP Manufacturer API Batch number /

Howmep cepun cy6cranuuu npoussoxurens I'JID:
API Manufactured by & country /
IIponseoautenns A®C, cTrpana:

Nimesulide / Humecynupg

NMS/13121229, NMS/13121231

FERA00264, FERA00265

Aarti Drugs Ltd., India /
Aaptu lpars JIta., Unaus

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product conforms to ND /
IIpumeyanne: IIpoaykt cootBeTcTBYeT TpeboBanmsM HJJ

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTtoBneHo: @K/ HpOBepeHozy\'an Kumar Onobpeno: Mernemxep / PykoBoanTens
Pardeep Kumar = )}-_ Manoj Kumar WL
Reprint Date / Reprint Date / Reprint Date /

Hata: 23.09.2024 Jara: 23.09.2024 Hara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Email: maii@direddys.coin

CIN: L85195AP1984PLCON4507
www.drreddys.com




