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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 1 of4/ Crp. 1 n3 4

JlaTa npoM3BOACTBA

Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2402721 Batch Quantity / + 5000000 tablets /

Cepus Ne O6bem cepuu 5000000 Tabaerox

Analytical Report No / : 040002770484 Date of Analysis / 1 29.12.2024

AHanuTH4uecKHi oTueTt No |I[aTa aHaJIM3a B
Date of Manufacture / 1 12/2024 |Date of Expiry / : 11/2027

|Tonen a0 (BKT)

28.09.2022)

Analysis performed according to ND / Anaau3s nposegen no HJ/1: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / m3m. Ne 3 or

!_ Test / IlokazaTeanb
Description / Onucanue

Ne
1

Result / PesyabTarTel
Complies / CooTBEeTCTBYET

____ Specification/Hopma |
Yellowish white round biconvex tablets with:
smooth surface. / Besibie ¢ »kenNTOBaTbIM OTTEHKOM |
KpYTJIble JBOSKOBBIMYKJIblE TabNETKH C IiagKoi |

MNOBEPXHOCTBIO.

| Identification /
IMognuHHOCTDH

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 /
Bpems yaepxkuBaHWs OCHOBHOTO MHMKa Ha
XpOMATOTPaMME HCIBITYEMOTrO pacTBOPa IOIKHO
COOTBETCTBOBATh BpeMeHH yOepKUBaHHUS
OCHOBHOIO MMKAa Ha XpOMaTorpaMme pacTBoOpa
cTangaptHoro ofpazua Humecynupga (paszen
«KonyecTreHHOE OTIpezieNeHUE)

Average weight and mass
uniformity / Cpeansis
Macca H 0OXHOPOJHOCTh
Macchl

309.2 mg/309.2 mr

Complies / CooTBeTcTBYET

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

18/20 tablets - NMT +5 %/
18/20 tabnerok — He Goitee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Honec £ 10 %

| Dissolution / PacTBopenne

97 %

101 %, 98 %, 99 %, 97 %, 96 %,

Not less than 75 % (Q) of labeled amount of
C13H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (QQ) oT HOMMHANBHOTO
conepxanus Ci3H|2N-OsS (numecynun) uepes 45
MUH.

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxawuenue: OJOBPEHO

Prepared by /IlogrorosneHo: | Checked by / IIpoepeHo: Approved by: Manager / Executive /
Santosh Kumar Maurya. Pardeep Kumar Onobpeno: Menemxkep / Pykopoaurens
L% oy, (e Amit Kumar N
—_— = J [
Reprint Date / Reprint Date / Reprint Date / '
Jara: 29.12.2024 Jata: 29.12.2024 JaTa: 29.12.2024

Registered Office: 8-2-337, Road ie. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page 2 of 4/ Crp. 2 uz 4
Product : Nisetablets 100 mg
Npogykr : Haiis®, Tabnerku 100 mr
Batch No / 1 V2402721 Batch Quantity / : 5000000 tablets /
Cepusa Ne Obbem cepuu 5000000 Tabnetok
Analytical Report No / 1 040002770484 Date of Analysis / : 29.12.2024

AHaguTHYeCKHI oTyeT No JlaTa aHaan3a

Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027

JlaTa npoH3BOACTBA Toagen po (BKJT)

Analysis performed according to ND / Anasnus nposegen mo HJI: TTN012824/03-140119 (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 or

28.09.2022)

Specification/ Hopma

Ne ~ Test / IokasaTean ~ Result / PesyasTatst ~___ Speci ] L
5 Water / Boaa 2.6 % Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / PoacTBenubie npuMecH - - -
Impurity A / IIpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Ipumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not detected / He oGHapyskeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / He obHapyskeHa NMT 0.20 % / He 6osee 0,20 %
Impurity E / ITpumecs E Not detected / ne obHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Ipumecs F Not detected / e obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
‘Any unknown individual Below LOQ (LOQ = 0.0143 %) / NMT 0.20 % / He 6onee 0,20 %
impurity / Exunnunas Hike npeaena KoJIM4YECTBEHHOTO [
[HennenTHOULMpPYEeMasn onpenenenus (KO = 0.0143 %) |
[IpuUmMeck |
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units | - 37 ! Acceptance value (AV) should be not more than
/ OaHOpOAHOCTD 15.0 / Tokazatens npuemneMocti (AV) nomxeH |
JI0O3HPOBAHHSA || 6561TE He HGonee 15,0

8 Microbial limits* / MukpoGHosorayeckas yucrora* B |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: IIpofykT cooTBeTCTBYET TpebosanusaM HJI 3axkmouenne: ONNOBPEHO
Prepared by /IloaroroeneHo: | Checked by / IIposepeno: Approved by: Manager / Executive /
Santosh Kumar Maurya Pardeep Kumar Onobpeno: Menemxep / Pyxosonutenb

fj?\ “i‘" Amit Kumar A - L

= | - | 1 —
Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.12.2024 Hata: 29.12.2024 Hara: 29.12.2024

Reyistered Office: 3-2-337, Road Mo. 3. Banjara Hills, Hyderabad - 500034, Telangana, India

fel: #51 20 2200 2900, Fax

CIN: LS

1404900 299G, Ermail: meii@drreddys.com
DHAPIGEIPLCOOEEDY

WAL arreCayvs.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page3of4/ Crp.3 uz 4

Product Nise tablets 100 mg
Iporykr Haii3®, tabnetku 100 mMr
Batch No / 1 'V2402721 Batch Quantity / : 5000000 tablets /
|Cepus Ne O6beM cepin 5000000 Tabnetok
Analytical Report No / : 040002770484 Date of Analysis / 1 29.12.2024
AHaTUTUYECKHI oTUeT Ne Jara ananusa
Date of Manufacture / $12/2024 Date of Expiry / : 1172027
JlaTa npon3BoOACTBA Topen go (BKT)

28.09.2022)

Analysis performed according to ND / Ananu3 npoeegen mo HJ/I: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 / nam.
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 / uam. Ne 3 or

a) Total aerobic microbial
count / OBee yucno
a3poOHBIX
MHKpPOOPTraHU3MOB

Ne Test / Iokasatenn B

Result / PesyabTaThl

Specification / Hopma

‘ b) Total combined yeasts
and mould count / Ob1ee
UHCIIO IPOXKIKEBBIX H

|
|

| TINECHEBLIX TPUGOB
| .

| ¢) E. coli

|

NA Not more than 1000 CFU/g /
He 6onee 1000 KOE/r
 NA Not more than 100 CFU/g/
He 6onee 100 KOE/r
NA Shall be absent in 1g/

JIOo/KHBI OTCYTCTBOBATE B 1 T

o |

Assay / KoanuyecTBenHoe
onpeneeHHe

100.0 mg/ 100.0 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H;2N-OsS  Nimesulide in tablet /
Ot 90,0 mr 10 110,0 mr Ci3Hi2N2OsS (numecynnn) |
B TabneTke |

10 |Package/ ¥Ynakoska

|
10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / ITo 10 Ttabnerox B|ITo 10 ra6nerox B IIBX / antoMHHHEBOM OITHCTEpE.
IBX/amomunuerom omuctepe. ITo 2 | ITo 1,
OJMcTepa BMECTE C MHCTpYKLUHEH Mo | MHCTpYKUMEH Mo

NPUMCHEHHIO B NTAUKY KapTOHHYIO.

10 6aMcTepoB BMecTe C
NPHMEHEHHIO B MauKy

2, 3 wm

KapTOHHYIO.

1 LT‘ahﬂling { Maprupnrka

| Camplies as prescrihed /

CootBercTByeT TpeOOBaHUAM

| Accarding tan N/

B coorsercrBuu ¢ HJJ

12 |Storage conditions /

Store protected from light below 25°C / B 3alMIIEHHOM OT CBETA MECTE MpH TeMIiepatype

Remarks : The Product conforms to ND /

IIpumeyanue: [Iponykt coorBeTcTBYeT TpeboBannam HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /[loarorosneno:

Checked by / [IposepeHo:

Approved by: Manager / Executive /

Hata: 29.12.2024

Hata: 29.12.2024

Santosh Kumar Maur Pardeep Kumar Onobpeno: Menemxep / Pykosonurens
Yﬁ Amit Kumar l\ et
Reprint Date / Reprint Date / Reprint Date / y

Hara: 29.12.2024

Registered Office: 3-7-337, Road No. 3, Banjara Hills, Hyderabad - 508034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 4 0f 4/ Ctp. 4 u3 4

|Product : Nise tablets 100 mg
MpoaykT _: Haiiz®, tabaerku 100 mr
Batch No / : V2402721 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6Lem cepuu 5000000 Tabnetok
Analytical Report No / : 040002770484 Date of Analysis / 1 29.12.2024
AganuTnuecknii oryer Ne JlaTa anaaunsa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTta npousBoacTBA T'oaen g0 (BK)

Analysis performed according to ND / Ananu3s nposeges mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / HaM. |
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N | Test / [okazaTens | Result / PesyabtaTsl ] ___ Specification/ Hopma
XpaHeHHe | He BBIIE 25°C

13 | Shelflife/ Cpox roanoctn |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.

* AHanu3 o mokasaremo «MukpoOuosoruyeckas 9WMCTOTa» NPOBOJMTCA MNPOU3BOJMTENIEM TIPH BBIMYCKE MEPUONUYECKH
(c MHTEpPBANOM OAHO McmbiTanue Ha 20 cepnii unn He MeHee 1 paza B rof). [TokasaTens MoxeT ObITh He BKMOueH B CepTHduKat
aHanm3a GHUpMbl,

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/14100694
Homep cepun npoussogurteasa ADPC:
FP Manufacturer API Batch number / FERA00617
Howmep cepuu cyocTanuun npouszpoaurtens I'JId:
API Manufactured by & country / Aarti Drugs Ltd., India /
IlpousBogutenn A®C, cTpaHa: Aaptu [par3 JIta., Muaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuyanue: [TpoaykT cooTBeTcTBYET TpeboBaHusm HJI 3akmouyenne: OJOBPEHO
Prepared by /ITloarotosnero: | Checked by / IIposepeno: Approved by: Manager / Executive /
Santosh Kumar Maurya Pardeep Kumar : Onobpeno: Menemxkep / PyxoBoautesb
/AP : B
&2 ol — Amit Kumar e x -
Reprint Date / Reprint Date / Reprint Date / i
Harta: 29.12.2024 Jlara; 29.12.2024 Jata: 29.12.2024
Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, iyderabad - 500034, Telangana, India

Tal: 481 405 4800 2¢

LRCT L e 4

140900 229¢, Ernail: maii@direddys.com
P1a84PLEO0AENT




