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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIIZA

Page 1 of 3/ Crp. 1 133

Product  : Nise tablets 100 mg

Mpoaywt _: Haiizs . tabperss 100w . —

{BatchNo/ T 1 V2201646 TBatch Quantity / . 25.00,000 tablets /

Cepug Ne o - +oner_»_1 cepim X 125.00,000 TAdNCTOK {

Anakytlca] Report No/ : 040001622859 Date of Analys:s / £ 30.09.2022 |

AuaguTuyeckuii oryerNe o plwawamwsa

Date of Manufacture / : JUL.2022 Date of Expiry/ : JUN.2025 ‘I
data npouzsogcrsa o = B ._‘_E_ﬂﬂ{lo_(!}l(‘ﬁ o ]

Ana]vsns performed accordmﬂ to ND / Anamn3 nposenen no HJL: 11 N012824/03-140119 (amsnd Ne 1 from 08.06.2020 / ‘

|l13M. Ne 1 o7 08.06.2020. amend Ne 2 from 10.08.2 2020 / uam, Ne 2 or 10. o802 )

| E‘l R __Teét/lléxaai‘reﬂi . ' Result/ Pesyasrars bjpmmfuanon / Hop-u a

1 Description/Onncanne Complies / CooTBeTcTBYST 'Yellowish white round biconvex tablets with

‘ 5 smooth surface. / beawlc ¢ AKenTOBaTHIM

: J *  OTTCHKOM KPYTJIbIE ABOAKOBhITYKIsIE TAGNETRH
C rnajKkoi MOBEPXHOCTLIO.

" 2 'Identification/ I Eblﬁ-;_ﬂ_ics / CooTseTcTBYET " ! The retention time of principal peak in the

J  MoanuHBOCTL \ chromatogram of test solution should |

| correspond to retention time of principal peak in'
| Nimesulide standard solution chromatogram
' under Assay / Bpems yACpPKHBRHHS OCHOBHOrO
| [THKa  Ha  XpOMATOrPAMMC  WCMILITYEMOTO

’ PACTBOPY IOSAHO COOTHCTCTBOBATL BPEMEHH

! | ‘ | y,[lC]'i‘.vi\']lEi‘ilH[/]ﬂ QCHIOENOIO TTHKA Ha

| Xponat OTPG!.M MC pacTeopa CTaH}IﬂpTHOrD

} | | | PRI HIMOCY (paznen

‘ | “«loaMeCTBEHHOR onIpeILICHUEN)
AR — R S e L i r— - e e e e e e |
’ 3 | Average welght - and mass | 309.8 mg/309.8 mr (310 mg 5.0 % /310 mr+5,0%
iformity / Cpeaunsia macea : | |
S i Cpea M ‘ Complies / CooreeTcTByYET 118/20 tablets —-NMT £ 5 %/ !
P Y

| 1 0X(HOPOAHOCTE MACCHI
i POA | 18/20 Tabnerok — He Bonee = 5 % |

i i | i
[ ’ 2/20 tablets —NMT = 10 %/
| 2/20 Tabnetox — He Gonee = 10 % |

| 4 | Dissolution / PacTBOpeHHe | 95%, 94 %, 97%, 96%, 97%, 95%  Not less than 75 % (Q) ) of labeled amount of ‘
i ‘ | C13HaN20sS Nimesulide is dissolved in 45

‘ I ) minutes / He menee 75 % (Q) ot

: | noMuHanbroro conepatia CiaHi2NaOsS

| ‘ ' (Humecynw:,) yepes 45 MUH, |

5 Water / Boaa | T 4w Not more than 6.0 % w/w / He & onee 6,0 % 7!
Remarks: The Product conforms to ND / Conclusmn APPROVED/
IMpumedarue: [IpoayKT COOTBCTCTRYET rpedosannam Hl axnroyenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loproroenexo: Ankit P TTposepeno: Pardecp Kumar Qnobpexo: Menemkep / PYROBOLHTEND
Z /A P Pavan Kumar Sharma |

Print Date / Print Date / Print Date /
Jara: 30.09.2022 Hara: : 30.09.2022 Jlara : 30.09.2022

nogistered Office: 8-2-377, f.an4 No. 3, Banjara Hiliz, Hyderabad - 500034, Telonyuna, India

Tel: =1 .10 1900 7000, Fax: +91 40300 7 2000, Email: mail@drreddy..com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIIIZA

Page20of 3/ Crp.2 u33

IProduct . Nise tablets 100 mg

[Mpoayrr _ : Haiiz®, Tadnerkn 100 mr - L
BatchNo/ 1 V2201646 |Batch Quantity / : 25.00.000 tablets /
Cepus Ne ) o _Oﬁbem cepuu 25,00,0_00 Tabnerok
Analytical Report No / : 040001622859 Date of Analysis / 1 30.09.2022 '
AnanuTHuecKiii oTuer Ne Jarta ananania

Date of Manufacture / 1 JUL.2022 ‘Date of Expiry / o JUN.2025

|JlaTa nponzsoacTna N ) Tonen xo (sK) = A=
Analysis performed according to ND / Anaans nposegen mo HJI: T NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
w3, No 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / nam. Ne 2 o1 10.08.2020) - ‘

] —ﬁ‘e_ | Test/ Eﬂo_l_casarehp ) 7,3‘;{‘!“ J'__!"L!"sr)rﬂbTaTEilmi‘

6 L&;ﬁ'ted substances / PojcraeHHbIe NpiiMecH

] S[Juﬂlic;‘l_{lq_lI / Hopma

“TNMT 0.20 % / He Gonee 0,20 %

lnpurty 4.1 Hpuecea | Below Limit Of Detection {LOD:
0.0019%)
Impurity B / [Tpumecs B | 0.02% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Mpunecs C - MERDEI NMT 0.20 % / He Gonee 0,20 % |
Impurity D / Tpumecw, D ek NMT 0.20 % / He Gonee 0.20 % }
| ; Not Detected
[fmpurity E / Ipumecs E NMT 0.20 % / He Gonee 0,20 %

' . Not Detected ‘

! Tmpurity F / I'pumecs F NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Eanauunas

‘ HeupeHTHHUUpYyeMan f

| npumecs |

| Total impurities / Cymma i 0.05 % I NMT 1.5 % / He Bonee 1,5 %
npHMeceH I

7 | Uniformity of do;age”units # o4 o 26 Acceptance valuc (AV) should be not more

OaHOPOAHOCTL NOIHPOBAHNS | "than 15.0 / IMokaszarens npaemaemoctH (AV)

| |
[ l aonxeH 6bITe HE Gonce 15,0 !
i S = =

8  Microbial limits / Muxpobaoiorideckas 4HCTOTa s -
a) Total acrobic microbial ' <10 CFU/g/ Not more than 1000 CFU/g /
| count / Ofiee uucio <10 KOE/r He Gonee 1000 KOE/r |
‘ a3poGHBIX MUKPOOPraHH3IMOB ‘ |

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanue: [TpoaykT cooteeTcTBYeT TpeduBaHisM HIL 3aknoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMogrorosnexo: Ankit 7 [Nposepeno: Pardeep Kumar Onobpeno: Meneuxep / Pykosonurens

) i Pavan Kumar Sharma T

" — :_///

Print Date / Print Date / Print Date /
Hata: 30.09.2022 Marta: ; 30.09.2022 Tara ¢ 30.09.2022

Registered Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500034, Telanzana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q’:’

CERTIFICATE OF ANAIL

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

ASIS

CEPTH®OHKAT AHATH3A

Page 3 of 3/ CTp KRTER

[Product Nisc tablets 100 mg —
Mpuaykr Haits0. Tagnetky 100 mr - S

Batch No / 1 V22016406 Batch Quantity / 1 25,00,000 tablets /
|Cepun Ne N O6wem cepun ‘75 00,000 'monLTOh
Analytical Report No / : 040001622859 'Date of Analysis / : 30.09.2022

| Anaanrnyeckuii oruer Ne o Hata anannsa )

|Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

a1 npoH3BOACTBA

iTopmen go (i)

'nam. No ]

Analysis performed according to ND / Ananus nposenen mo HJL: TT N012824/03- 140119 (amend Ne 1 from 08.06. 2020/
ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 o7 10.08.2020}

.N’-.*_l_ ~Test/ nOKBJJ_TEJIb

| IPOHGKEBBIX M MICCHEBBIX
| rpuBos

¢) E. coli

9 Assay/ y / KonuuecTBennoe
onpepeacune
|
i

10

Package / 'Ynakoska

] ll—j_iabeli_ﬂgf Méﬁﬁ poBKa

b) Total combined yeasts and
{ mould count / Odiee uncno

Result/ PesynnTare

Less than 10 CFU/g /
Menee 10 KOE/T

Absent /
OTeyTerByYeT

100.1 mg"fT(iO.I Mro

10 tablets in PVC/aluminum 1 blister. -

| | blisters and paticnt information ]eaﬂct

lin a carton. / To 10 Tabnerok

L>peclﬁcatmn / Hopn.m

~ Not more than 100 CFU/g /
| He donee 100 KOE/r

| Shall be absent in 1g/ o
lﬂmmmb] orcyTeTBoBaTL B 1 T ‘
Not less than 90.0 mg and not maore than
110.0 mg Ci3Hi2N205S Nimcsulide in tablet /
Or 90,0mr mo 110,0mr  C:H;:N2OsS/|
{numecynun) B Tabnertke |

10 tabiets in P\’C/alummum blmter i, 2,3 01 10

B carton. / Ilo 10 Tabnetrok B8 IIBX /|

MBX/amomiiunes oM aucrepe. [lo 2 amomuniesom Baucrepe. Ilo 1, 2, 3 wnu 10

6arcTepa BMECTE C MHCTPYKUMEH Mo | BrucTepos

l'lpMMCHCHH'EO B Nna4Ky KapTOHH}’}O

'Complies as prescrlbed /

.
|
| CooTseTcTBYET TpedOoBaHIIAM

[Store protected from
i TemMnepatype He Buie 25°C
]

Storage_conditiorié' /I
XpaHeHue

BMECTE C HHCTpyKumcil noj|
MPHMEHCHHIO B TAYKY KaPTOHHYIO.
According to ND /

i B cootBetcTeHH ¢ HI,

light ‘below 25°C / B sawmmiueHHOM OT CBETa MecTe rzpu

3 years/ 3 rona

& 5

i 13| Shelflife / Cpok rognocTs

L

Remarks: The Product conforms to ND /
Ipumeuanne: [[ponykT cooTBeTcTBYeT TpedoBanism HIT

Conclusion: APPROVED /
Saxmoucune: OJOBPEHO

Prepared by / Checked by /
[logrotoBnero: Ankit -~ IMposepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHno: Menenxep / Pykooanrens

g 4 Pavan Kumar Sharma _ .. — _
C/ ‘ﬂy b=
Print Date / Print Date / Print Date /
Jara: 30.09.2022 Hara: : 30.09.2022 Mara : 30.09.2022
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