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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 1 0of4/ Crp. 1 uz 4

Product : Nise tablets 100 mg 1
Hpoayxkr  : Haiis®, Tabnetkn 100 mr
Batch No / 1 V2401845 Batch Quantity / : 5,000,000 tablets /
Cepmuis Ne B O6Bbem cepuu 5,000,000 TabneToxk
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AnaJluTudeckuii oTyet Ne JlaTa aHanuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoaCTBA Topen g0 (BKJT)
Analysis performed according to ND / Ananus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mzm. 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 / uam. Ne 3 ot
28.09.2022)

Ne Test / lloxazaTeas Result / PeayabTaTs! Specification / Hopma

1 | Description/ Onucanue Complies / CooteerctByer | Yellowish white round biconvex tablets with
smooth surface. / BeJible ¢ XeNTOBATHIM OTTEHKOM
KpYTJbie ABOSIKOBHIMYKIIbIE TabIETKH C TNIafKOH

NOBEPXHOCTHIO. |
2 |Identification / Complies /COOTB_CTCTByeT The retention time of principal peak in the
HogaunuHocTh chromatogram of test solution should correspond |

to retention time of principal peak in Nimesulide |
standard solution chromatogram under Assay /|
Bpemsi ynmepxvBaHMsS OCHOBHOTO ITHKAa Ha
XpOMaTorpamMMe UCIBITYEMOTO pacTBOpa A0HKHO
COOTBETCTBOBATh BPEMEHH yAEPKUBaHUA
OCHOBHOTO [HKa Ha XpOMAaTorpaMMe pacTBOpa
craHpaprHoro ofpasua HuMecynuia (pazzen
| «KonuuecTBeHHOE ONpeneieHUue)

'Averag_e weight and mass i 307.4 mg/307.4 mr 310 mg+5.0% /310 Mr+5,0%
uniformity / Cpegusisi macca u

u ‘

I HODOARGCTE MAC Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 % /
AropoR bt 18/20 tabnetok — He Honee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Gonee + 10 %

4 |Dissolution / PacTBopenue 98%, 98 %, 98 %, 98 %, 97 %, |Not less than 75 % (Q) of labeled amount of
f 97 % C13H2N20sS nimesulide is dissolved in 45
\minutes / He menee 75 % (Q) OT HOMHHANBHOTO |
copepxkanus C 3H2N-OsS (Humecynun) gepes

45 MUH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: ITpogykT coorBeTcTBYET TpeboBanmsam HJT 3akmovenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Bxecutive /
[Toarorosneno: San—i [Iposepeno: Pardeep Kumar Onobpeno: Meunemkep / 'ykoBoantenb

Kumar Maurya I Abhishek Chauhan /
=7

Reprint Date / Reprint Date / Reprint Date /
Jata: 14.09.2024 Hara: 14.09.2024 Hata: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +61 40 49500 2999, Email: maii@direddys.corm
CIN: L85195AP1984PLC0DN4A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

5 Water / Boaa

Impurity A / Tlpumecs A
[ |

6 | Related substances / PBACTBeHH:ble npUMecH

34 %

CEPTUPUKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 n3 4
Product Nise tablets 100 mg
Ipoayxr Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2401845 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O61bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AHaJMTHYECKHH oTUeT No JlaTa aHanunza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTa npou3BoAcTBa Togen no (BK.T)
Analysis performed according to ND / Anaaus nposeaen no HJI: I1 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 / u3M. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTesb - Result / PesyabTaThl Specification / Hopma ]

Not more than 6.0 % w/w / He 6onee 6,0 %

0.01%

| Impurity B / Ilpumece B

0.03%

Impurity C / Ilpumecs C

Not detected / ne obHapyxeHa

Impurity D / ITpumecs D

Below LOD (LOD = 0.0049 %) /
Hixe npenena o6Hapyxxenus
(T1O = 0.0049 %)

Impurity E / TTpumecs E

Not detected / He obHapyxkeHa

| Impurity F / Tlpumecs F

Not detected / He o6napyxeHa

Any unknown individual
impurity / EnunuuHas
HeugeHTudHIMpyeMas MpUMech

Below LOQ (LOQ =0.0143 %) /
Huske npenena KONUYECTBEHHOTO
onpenenenus (JIKO = 0.0143 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Total impurities / Cymma
| npumecei

0.03%

NMT 1.5 % / He Gonee 1,5 %

7 | Uniformity of dosage units /
' OJHOPOAHOCTL A03MPOBAHMS

25

Acceptance value (AV) should be not more than

15.0 / TTokazaTens npuemiaeMocTH (AV) JosbkeH |

Remarks : The Product conforms to ND /

Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanusm H]|

Conclusion : APPROVED /
3akuouenne: OJJOBPEHQO

Prepared by / Checked by / Approved by: Manager / Exgcutive /

IMoarotosyeHo: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Bykosonupens

Kumar Maurya (’ Abhishek Chauhan r"f _ f
N et

Reprint Date / Reprint Date / Reprint Date /

Harta: 14.09.2024 Hara: 14.09.2024 Hata: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Baryjara Hills, Hyderabad - 500034, Telangana, India
Tel: +©1 40 4900 25G0, Fax: +51 40 4300 2952, Ernail: mail@drreddys.coin
CIN: L85195AP1984PLCONAS07

www.drreddys.com
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CEPTUOUKAT AHAJIU3A
Page30f4/ Crp.3 uz 4

Product Nise tablets 100 mg '
HpoaykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401845 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O0nem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AHaJIHTHUYeCKHIT oTyeT No JlaTa aHaau3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTa npousBoacTBa T'ogex no (BkJ1)
Analysis performed according to ND / Ananaus nposeaed no HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / w3M. Ne 3 ot
28.09.2022)

N Test / ITokazaTenn ' Result / PesyabTaTsi | Specification / Hopma -
: 656ITH He Gosee 15,0

8 | Microbial limits* / Mukpo6uonoruueckas yncrora*

'a) Total aerobic microbial count | NA | Not more than 1000 CFU/g /
/ Oblee yucnao a3pobHbIX He 6osee 1000 KOE/r
MHKpPOOPraHU3MOB
b) Total combined yeasts and NA 'Not more than 100 CFU/g/

mould count / Obiee yncio He 6onee 100 KOE/r
IOPONKIKEBBIX U IIECHEBBIX

rpubos

¢) E. coli NA

‘Shall be absent in 1g/
JODKHBL OTCYTCTBOBATE B 1 T

Not less than 90.0 mg and not more than 110.0 mg
Ci3H;2N-OsS  Nimesulide in tablet /
Or 90,0mr gmo 110,0mr Cy3H;2N2OsS
(uumecynnn) B Tabaetke

9 | Assay/ KosunyecTBeHHoe 983 mg/98.3 mr

onpeaejeHue

10 |Package/ Ynakosxa

|10 tablets

in PVC/aluminum
blister. 3 blisters and patient
information leaflet in a carton. /

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10|
blisters and patient information leaflet in a carton.
/ Mo 10 Tabaerok B IIBX / amomuHHEeBOM

Ilo 10 TabyeTok B | 6nucrepe. Io 1, 2, 3 wim 10 6aucTepoB BMecTe ©
[IBX/amomuHueBoM  6iucTepe. | MHCTpYKUMEH 10 MNPHMEHEHHIO B Madky
ITo 3 ©Onucrepa BMeEcTe C|KapTOHHYIO.

| MHCTPYKLIMRH D MPUMEHSHUID R
| Nayky KapTOHHYIO.

Conclusion : APPROVED /
3akmouenne: OJJOGPEHQ

Remarks : The Product conforms to ND /
Tpumeuanue: poaykT coorsercTByeT TpeboBanusm HJJ

Prepared by / Checked by / Approved by: Manager / Exgcutive /
Ioaroroenexno: Santosh ITporepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoanTtens
Kumar Maurya .ﬁf b Abhishek Chauhan

-
Reprint Date / Reprint Date / Reprint Date /
Jata: 14.09.2024 Hata: 14.09.2024 Hara: 14.09.2024

reglstered UTite: 8-2-33/, Road INo. 2, 8ahjara Hillg, Hyderabad - Suuus4, 1elahgana, indta
Tel: +51 40 4900 2900, Fax: +41 40 4300 2999, Email: maii@drreddys.com
CIN: L8S195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 4 of 4 / Crp. 4 u3 4

Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnerku 100 Mr
Batch No / 1 V2401845 Batch Quantity / + 5,000,000 tablets /
Cepusn Ne Oobem cepu 5,000,000 TabneTok
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AHajguTHYecKHii oTyeT No Jlara ananusa
Date of Manufacture / : 08/2024 Date of Expiry / ¢ 07/2027
Jata npoH3BocTBA ToaeH po (BK)
Analysis performed according to ND / Anann3 nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Neo 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

Ne | Test / [lokazatenr | Result / PesyabTaTsl Specification / Hopma
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTRYET TpeOOBaHUAM B cootBercTBuu ¢ HJ|

12 | Storage conditions / Xpanenne | Store protected from light below 25°C / B 3amuiueHHOM OT CBETa MecTe MpH
TeMmmneparype He Boilue 25°C

i 13 | Shelf life / Cpok roagsocTu [3 years / 3 rozma

*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.
* AHamu3z 10 nokazareno «MHKpoOHOJOrHuecKas 4YHCTOTa» MPOBOAUTCA MPOU3BOLUTENEM MpPH BLIMYCKE NEPHOAUUYECKH
(c uuTepBanoM ofHo UcnbITaHue Ha 20 cepuii WK He MeHee | paza B rox). [Tokazartens MOXKET ObITE HE BKMOYEH B CepTUdHKAT
aHayk3a QupMBblL.

API name (INN) / A®@C (MHH): Nimesulide / Humecynua

API manufacturer batch number / NMS/14060333, NMS/14060340

Homep cepun npousBoautesiss ADC:

FP Manufacturer API Batch number /

Homep cepun cyoctannuu npounssoautens ['JId:

FERAO00368, FERA00369

API Manufactured by & country / Aarti Drugs Ltd., India /
IIponspogurenns ADC, cTpana: Aapru Hparz JIta., Uagus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeqanue: [IpoaykT cootBeTcTBYET TpeboBanuaM HJL 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Egecutive /
[ToarorosneHo: Santosh [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / BykosoauTens
Kumar Maurya @/ L_{ Abhishek Chauhan /

T“‘h -
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.09.2024 Jata: 14.09.2024 Jarta: 14.09.2024

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@drreddys.coin
CIN: L85195AP1984PLCO04507
www.drreddys.com




