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CERTIFICATE OF ANALYSIS
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Product : Nisc tablets 100 mg

poaykr Haii3®), tabnetku 100 mr

Batch No / : V2201956 Batch Quantity / : 25,00,000 tablets /
Cepns Ne Obbem cepun 25,00,000 Tadnerok
Analytical Report No / 1 890001615858 Date of Analysis / ¢ 22.09.2022
AHaauTuueckHii oTuer Ne |laTa anannza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

JarTa npouzeojcrea I'ogeH xo (BKI)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / ITokazaTtein

Result / Pe3yabTaThl

Sp;:c_iﬁcation / Hopma B

1| Description / Onucaune

Complies / CooTBercTBYET

Yellowish white round biconvex tablets with
smooth surface. / Befible ¢ KenToBaTHIM
OTTEHKOM KPYTJIbIC ABOSKOBBIMYKIbIE TabIETKU
C IaJKOMR MOBEPXHOCTLIO.

2 | Identification /
IloanuHHOCTEL

Complie_s / CooTBeETCTBYET

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

NHKa Ha  XpOMATOTrpaMMe  HCHBITYEMOro
pacTeopa HONKHO COOTBETCTBOBATH BPEMEHH
YIOEpKHUBAHUS OCHOBHOI'O nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTAHIAPTHOIO
obpazua HUMeCyN1aa (paznen

«KonnuecTseHHOE onpeneneHmen)

3 | Average weight and mass
uniformity / Cpeausis macca
H OJIHOPOJHOCTb MACChl

312.5mg/312.5 mr

Complies / CoorsercTByeT

1310mg +5.0% /310 Mr+5,0%

18/20 tablets —NMT + 5 % /
18/20 tadnetok — He Gonee £ 5 %

2/20 tablets ~ NMT £ 10 % /
2/20 Tabnerok — He 6osee + 10 %

4 | Dissolution / PacTeopenue

97%, 99 %, 100%, 99%, 99%, 101%

Not less than 75 % (Q) of labeled amount of
Ci3H12N>OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHasbHOrO cozepxkanua Ci3H;2N-OsS
(Humecynun) yepes 45 MuH.

5 Water / Boaa

32%

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

_Remarks: The Product conforms to ND /

Ipumeyanne: I1poaykT cooreercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3axmwouenue: OJOBPEHO

Prepared by /
[Moarorosnero: Ankaj Verma

/

Checked by /
IlpoBepeno: Naresh Kumar

i

Approved by: Manager / Executive /
Onobpeno: Menekep / PykoonnTtens

Manoj Kumar gm _—

N
Print Date /
Hara: 22.09.2022

Print Date /
Hara: : 22.09.2022

Print Date /
Hara : 22.09.2022
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJII3A
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Product Nise tablets 100 mg ]
Mpoaykr Haiiz, Tabnetkir 100 mr

Batch No / 1 V2201956 Batch Quantity / : 25,00,000 tablets /

Cepus Ne Obbem cepun 25,00,000 TadneTox
Analytical Report No / : 890001615858 Date of Analysis / 1 22.09.2022
ARnajquTHyecKuii oryer No llaTa anannsa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

MlaTa nponsBoncrea ToneH no (Bi)

Analysis performed according to ND / Ananus nposexen no HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 o1 10.08.2020)

No | Test / [Tokaszatenn

: Result / PesynbTaTh

Specification / Hopma

6 | Related substances / Pojpcrsennnle mpumecn

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B
Impurity C / Ipumecs C
Impurity D / [lpumecs D
Impurity E / ITpumecs E

Not Detected
Not Detected
0.03%
Not Detected

Less than LOD (LOD: 0.0019%)

Less than LOQ(LOQ:0.0084)

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 Gonee 0,20 %
NMT 0.20 % / He Gonee 0,20 %

Impurity F / Tlpumecs F NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.02% NMT 0.20 % / He Gonee 0,20 %

impurity / EqpHuunas

HeHAECHTHOULIHpYEmast

NpUMeCh
| Total impurities / Cymma 0.07 % NMT 1.5 % / He Gonee 1,5 %

npumeceii

7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more |

OHHOPOHHOCTI: A0O3HpOBaAHUA

than 15.0 / Iokazaress npuemiemocth (AV)
JomxeH 6bITh He Gonee 15,0

8 | Microbial limits / Muxpo6uonornueckas yncrora

a) Total aerobic microbial
count / Ob1mee yucno

|

a3poOHBIX MHKPOOPTaHU3MOB

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

| Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Remarks: The Product conforms to ND /
Ipumeuanue: [Ipoaykr coorserctayer TpeGopanuam HJT

Conclusion: APPROVED /
3akmouenue: ONIOBPEHO

Prepared by /
IToarorosneno: Ankaj Verma
d

Checked by /
IMTpoepeno: Naresh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosoautens
Manoj Kumar '

Print Date /
Jara: 22.09.2022

(e
Print Date /

Hata: : 22.09.2022

Print Date /
Hata : 22.09.2022
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U =300 2900, Fax: +91 40 4900 2992, Email: mail@drreddys com
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CERTIFICATE OF ANALYSIS

CEPTHOUHKAT AHAJIM3A

Page3 of 3 /Crp.3 u33

[Product 1 Nise tablets 100 mg

IMpoaykr ¢ Haiiz®, Tadnersn 100 mr

Batch No / : V2201956 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne Odbem cepiu 25,00,000 tadaeTox
Analytical Report No / : 890001615858 Date of Analysis / ¢ 22.09.2022
AHaJIUTHYECKHI oTueT Neo Jara ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / 1 AUG.2025

JlaTta npon3BogcTBa Tonen g0 (BrJI)

Analysis performed according to ND / Auanus npogegen o HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

!_.N‘e Test / IToka3zarenn I Result / PezyabraTsl S__peciﬁcatinn / Hopma __ N
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OBuiee yucno Menee 10 KOE/r He 6onee 100 KOE/r
APOKIKEBBIX W TUIECHEBLIX
rpubos
¢) E. coli I Absent / Shall be absent in 1g/
OtcyrtcerByer lﬂOﬂ)KHbl OTCYTCTBOBaThH B 1 T
I 9 |Assay/KoanvectBennoe 100.6 mg / 100.6 mr Not less than 90.0 mg and not more than|
onpeaeseHue 110.0 mg Ci3H2N20sS Nimesulide in tablet /

Or 90,0mMr mo 110,0mr C;3H>N-0OsS
(HHUMecynuI) B TabneTke

10 | Package / ¥Ynakoska 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1,2,30r10|
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 rabnerok B|carton. / I[lo 10 Tabnerok B IIBX /
[IBX/amomununes om 6nuctepe. IMo 2 | amomunuesom 6nuctepe. Ilo 1, 2, 3 wau 10
GnncTepa BMeCTe ¢ MHCTPYKLHMEH MO | GNUCTEPOB  BMECTE C  WHCTPYKIIHEH MO

NPHMEHCHHIO B Na4Ky KAPTOHHYIO. | TIPUMEHEHHIO B NAaYKy KAPTOHHYIO.
11 |Labeling / Mapxuposka Complies as prescribed / According to ND /
CoorBeTcTBYeT TpeGoBaHUIM B cooreercTBHM ¢ H]]
12 | Storage conditions / Store protected from light below 25°C / B 3awmiueHHOM OT cBeTa MecTe MpH.
XpaHenue TeMmIepatype He Bolme 25°C

13 | Shelf life / Cpok roanocTn 3 years/ 3 roxa

Remarks: The Product conforms to ND / Conclusion: APPROVED /

ITpumeyanne: ITponyxr coorBeTcTByeT TpeboBanusam HJI 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[loaroroeneno: Ankaj Verma | Iposepeto: Naresrh Kumar Ono6peno: Menemxep / P Kos?,uuTenb
L"{// @,(:/ Manoj Kumar lbl’, ﬁ_‘*_é,

Print Date / Print Date / Print Date /

Hara: 22.09.2022 Hara: : 22.09.2022 Harta : 22.09.2022
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