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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJI3A

Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 rhmg

Tpomykr _ : Haiia®. TaGnerkn 100 mr L ) i ) B o ]
{Batch No / 1 V2300809 Batch Quantity / + 5000000 tablets /

Cepus Ne ~ ~ Obpem cepuut __ 5000000radnerox
Analytical Report No / : 890001662059 Date of Analysis / . 15.05.2073 )
Anamurudeckuii orver Ne _ [Mara ananusa o o
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026 -

JlaTa NpON3BOACTBA

Tonen mo (8ra1)

Analysis performed according to ND / Auasus nposeaes no H/1: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
13w, e 1 ot 08.06.2020, amend No 2 from 10.08.2020 / wam. No 2 or 10.08.2020. amend Ne 3 from 28.09.2022 / nam. Ne 3 ot

28.092022) _
Ne Test / Tloxazarenb
1 Description / Onucanne

2 Identification /
fTognuHBOCTEL

|
3 Average weight and mass
juniformity / Cpeansa macca
H OHOPOJAHOCTH MACCHI
t

4 Dissolution / Paé'rsapemie
i
1
; !
| i
| I— - e

Remarks : The Product conforms to ND / -
IIpuveuanne: [IpOOYKT COOTBETCTBYET Tpebosanusm HJT

AP, |

Specification / Hopma ) - :
Yellowish white round biconvex tablets with
smooth surface. / bBenslie c© XenToOBATBHIM
OTTEHKOM KPYTALIE NBOAKOBRINYKIIbIE TAONETKH
C TNAanKoH NOBEPXHOCTEIO.

Result/ Pesyn b_”l’.‘a_"fbl‘
Complies / CoorBercTBYET

Complies / Cootnercrsyer  The retention time of principal peak

chromatogram  of test solution  should
i correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep®UBaHHs OCHOBHOTO

fUKa HA  XPOMATOIPaMMe  MCOLITYEMOTO
pacTBopa IOJDKHO COOTBETCTBOBATb BPEMEHH
| yoep®yBanus OCHOBHOTO MTHKa Ha |
xpoMarorpaMme  pacTBopa  CTaHJapTHOro
obpasua HUMECYHAA (pazaen

«KosyecTsenHOE ONpeneneHuen)
S

310 mg=5.0% /310 Mr=5,0% ;
18/20 tablets ~NMT £ 5 %/
18/20 radnerok — He Honee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He Bonee = 10 %

Not less than 75 % (Q) of labeied amount of
C13H12N-0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

: gomuHansHoro cogeprkanns Ci3HpN2OsS
(vuMecynun) yepes 45 MUH, «

310.4 mg/310.4 mr

Complies / CooTreTcTayeT

795 %, 97 %, 99 %, 97 %, 97 %,
96 %,

i

|

“ [ Conclusion : APPROVED /
| 3arcmouenne: ONOBPEHO

Pré;t'\';ed by / Checked by / i Approved by: Manager / Executive /
[oaroroeneno; Ankit [Mposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeib
i J | Amit Kumar /s T
Reprint Date /15.05.2023 Reprint Datc /15.05.2023 " Reprnt Date /15.05.2023 o 1
Hara: | Hara 1 Hara: - o J
e 2ad ND. 3 s, Hyd - . ongana, inoi
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJH3A

Page2 of 4/ Crp. 2 u3 4

Product  : Nisetablets 100 mg

Npomyxkr : Haita®, Tabnerkn 100mr o o -

Batch No / © V2300809 Batch Quantity / : 5000000 tablets /

Cepus Ne _ Obwem cepun 5000000 rabuerok
'Analytical Report No / :+ 890001662059 Date of Analysis / : 15.05.2023 - _”!
| Anasurnuecknit oTuer Ne_ L o Hara ananusa _ o i
Date of Manufacture / * Apr-2023 iDate of Expiry / : Mar-2026 f
IlaTa NpOU3BOACTRA N _{Topen go (Bse1)

iAnalysis performed according to ND / A:ilami;‘ﬁposezxeu nt;I*I,II:_ 1 N012824/03-140119 (amald Ne 1 from 08.06.2020/
wam. 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 / vamM. Ne 3 ot

2809200 S RS

N Test / [ToxasaTens Résult / PesynsTaTel T Specification / Hopma
5  Water/ Bona 2.3% Not more than 6.0 % w/w / He donee 6,0 %o

.6 ile_latcd suﬁstames / Poxcteenusie ppumeé:{ _ o ) o
NMT 0.20 % 7 He Gonee 0,20 %%

Impurity A / [lpumecs A Below LOD (LOD = 0.0019%) /
Huxe npeaena oGHapyxenua (I10 =
. 0.0019) ‘
Impurity B / Tlpumecs B 0.02% NMT 0.20 %, / He Goaee 0,20 %
‘ Impurity C / Tpunecs C Not detected / He obHapyxena  NMT 0.20 % / He Gonee 0,20 %
i 5 0, i
Impurity D / Tpmect D Below LOD (LOD = 0.0049%) /'y 7 020 % / He Gosee 0,20 %

Huxe npenena obnapyxenus (T10 =
! 0.0049)

¥

Impurity E / [pumecs E

1 H [ FA 0,
¢ Not detected / He oBHapyxena iNMT 0.20 % / He Gonee 0,20 %

! :
Impurity F / Tpumecs F Below LOD (LOD = 0.0045%) /
: Husxe npeaena obHapyserus (10 =
: 0.0045)
¢ Any unknown individual : ‘NMT 0.20 % / He Gonee 0,20 %

Below LOQ (LOQ = 0.0143 %) / !
Huxe npesena kONHIECTBEHHOTO

onpenenenus ([TKO = 0.0143 %)

NMT 0.26 % / He 6onee 0,20 %

"impurity / Enunuunas
- HeupeHTHULHpYeMan

: TpUMeEch
?Total impurities / Cymma 0.02 % 'NMT 1.5 % / He Gonee 1,5 %
: npuMece
{7 Uniformity of dosage units / 28 " Acceptance value (AV) should be not more |

!

Remarksﬁ: The Product conforms to ND7 T Conclusion : APPROVEH) /

Ipumeyanne: [IposyKT COOTBETCTBYET TpeGosanusm HJL Sakmwyenne: OJJOBPEHO »
Prepared by / Checked by / Approved by: Manager / Executive / )
TTogroroenero: /Ankit [Npoeepeno: Pardeep Kumar Opobpeno: Mene uiep / PykoBoguTesis
) i Amit Kumar \ - Nos |
N e ! ! |
Reprint Date /15.05.2023 Reprint Date /15.05.2023 Reprint Date /15.05.2023 ‘
Jata: Hara: | Hata: R _]

Regr_istered Office: 8-2-337, Road No. 3, Banjara Hills, Hyd?gbad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

{Product Nise tablets 100 mg

Mpoxder @ Haie o Taberxw 100 mr o

Batch No / : V2300809 {Batch Quantity / 1 5000000 tablets /

Cepizd No o ~ {O0bem ceprn 5000000TadneTok |
Analytical Report No ;o : 890001662059 Date of Analysis / . 15.05.2023 i

Anasirideckuii oTyer Ne

Hara auanuza

Date of Manufacture /
{ara hpondpoaiins

: Apr-2023

—T);te of Expiry / " Mar-2026 B i

FO,EIEH Ji ) (BKJI) i

Analysis performed accordmg to ND / Ananus npaBe.aeH no HI: T1N012824/03-140119 {amend Ne 1 from 08.06.2020 / i
wim. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / wam. Ne 2 or 10.08.2020, amend Mo 3 from 28.09.2022 / u3m, No 3 ot

28.09.202

Test / Tloxazarens
OAHOPOAHOCTL AO3HPOBAHNH

=

o ~ Specification / Hopma
than 15.0 / Ilokazarens npueMaeMocTH (AV)
nospkeH ObiTh He Gonee 15,0

Result/ PesyabTaTsl

8  Microbial limits* / Muwpolaoiod iriecias Yacrora® i

a) Total aerobic microbial
count / O6ee uncio
a3p0oTHBIX MHKDOOPTARH3IMOB

b) Total combined yeasts and
.mould count / Ofwee yncio
APOMOKEBBIX M TTGCHEBBIX
:rpubos
‘¢)E.coli

9 Assay/ Konuuectsenuoe
Oﬂpeﬂeﬂeﬂﬂe

10 :.'VP'ackage / Vnakoska

11 Labeling“/ Mapxupoﬁxa o

! 1

Complies as prescribed/

NA Not more than 1000 CFU/g /
He Gonee 1000 KOE/r
NA Not more than 100 CFU/g / .
He Gonee 100 KOE/r
N © NA o : Shall be absent in 1g/ o 1

i JIonyKHET OTCYTCTBOBATE B 1 1
i

/Not less than 90.0 mg and not more than
1110.0 mg C;3H2N20s5S Nimesulide in tablet /
Or 90,0mr nmo 110,0mr Ci3H2N-0s8
{Humecynua) B TabaeTxe

T 1003 mg/ 1003 Mr

10 tablets in PVCraluminum blister. 3 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet blisters and patient information leaflet in a
in a carton. / Tlo 10 rabnerox B carton. / Ilo 10 Tabnerox B IIBX /E
[BX/antomuuuesom Bivctepe. [lo 3 anomunucsom Oamcrepe. [lo 1, 2, 3 mm 10,
GRucTEpa BMECTE C HHCTPYKUMEH no GIMCTEpoB  BMECTE ¢ MHCTpYKUHeH 10|
TIPHMEHEHHIO B [TAYKY KAPTOHHYIO.  MPHMEHEHHIO B MAYKy Kap| ronﬂym

According to ND /

CootsercTByeT TpeboBaHUAM B coorsercreuu ¢ HJ

-ﬁémarks

- The Product conforms to ND /
Hpumeuanue: [Iponyxt coorsercTByeT Tpebopannsm HJ

Conclusion : APPROVED /
Jarknrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive / B
IMozrotosneno: Ankit [Tposepero: Pardeep Kumar Opnobpero: Menemxep / Pykosoaurent
f ¢ Amit Kumar z&t N
iy 5,. /"
Reprint Date /15.05.2023 | Reprint Date /15.05.2023 Reprint Date /15.05.2023
Hata: | Mata: Hara: - |

Reglstered Offlce 8-2-337, Road No 3, Banjara Hifls, Hyderaaad 500034, Telangana, Indm

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLC004507
www.drreddys.com
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Qe Dr. Reddy's Laboratories Ltd.
&

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Paged of 4/ Crp. 4 m3 4

(Produtt —'_:ﬁmlcts 100 mg T

Mpomver _ : Hais®, rabnerkn 100Mr i I e e =
BatchNo/ 1 V2300809 ,Batch Quantity / : 5000000 tablets /

CepusiNe B o ~ |OGwem cepnu _50000007abnerok
Analytical Report No / 3 890001662059 'Date of Analysis / : 15.05.2023
A:[au_@_mqeclcm‘«i orqer No o o ﬂ_aTa AHANMIA ]
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026

JlaTa Npou3BOACTBA lNopen a0 (ag.n)

Analysis performed accord;ag to ND / Ananns nposeaed o HJL: T1 NO12824/03-140119 (amend Ne i from 08.06.2020 /
wam. Me1 oT 08.06.2020, amend No 2 from 10.08.2020 / usm. Me 2 ot 10.08.2020, amend Nz 3 from 28.09.2022 /u3m. N3 ot |

|28.09.2022) _— — e i R

12 Storagé‘coﬁd“itions/ | Store protected from light below 25°C / B 3aMUICHHOM OT CBETA MECTE MpH
Xpanenne ‘Temneparype He Boie 25°C

"13 Shelflife/ (f[}oic rogmocTd 3 years/ 3 roza '

*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.

* Apanns no nokasaTento «MuxpoBHoNornyeckas UMCTOTa» MPOBONMTCR [POWIBOJAMTENEM IIDH BBUIYCKE NEPHOAWHECKH
(C HHTepBANOM OAKO HCTBITAHMe Ha 20 cepuit win we Mehee 1 pasa B ron). TlokasaTens MOXeET GuiTh He BKtodeH B (CepTidimkar

auanuia GUpmel.

Remarks : The Product conforms to ND / ‘ Conclusion : APPROVED /
| Opuveyanue: TIponyKT COOTBETCTRYET Tpebosanusam HI{ 3awmouenne: QJOBPEHO ]
Prepared by / Checked by / Approved by: Manager / Executive / I
Hogprorosneno: Ankit Ipogepeno: Pardeep Kumar Onobpeno: MeHenxep / PYKOROAWTENR |
[ 1 . N Amit Kumar NG ]
Reprint Date /15.05.2023 Reprint Date /15.05.2023 Reprint Date /15.05.2023 T l
Hata: | hara . | Jama o - ||

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4800 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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