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CERTIFICATEF OF ANAIYSIS

CEPTHDL
Page 1 of 3/Crp. 1133

Product : Nise tablets 100 mg
Nponykr  : Ha#s®, Tabnerkn 100 mr
Batch No / : V2100139 Batch Quantity / : 25,00,000 tablets /
Cepusa Nt Ofkem cepuu 25,00,000 rabneTok
Analytical Report No / : 890001502302 Date of Analysis / : 28.01.2021
AHauTHYecKuii oTueT Ne JlaTa aHaau3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
[lata nponisoacTBa Togen a0 (BKJ)
Analysis performed according to ND / AHanus nposeacs mo HJL: 11 NU12824/03 140119 (amend No 1 from 08.06.2020 /
nsm. Ne 1 o 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020)

Ne | Test / IloxasaTean Result / PesynsTaThl

Specification / Hopma

1 | Desuiplion/ Onucanne Complies / CooTnorornyoT

Yellowish white round biconvex tablets with
gmooth surface. / Benple ¢ WeITOARATHIM
OTTEHKOM KPYIJIble IBOSIKOBBIMYKIIBIE TAONETKH
C TAATIKOW TIORENXHOCTRIO.

2 | ldentitication /
IoanuuHocTL

Complies / CooTsetctByer

The setention e of piincipal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepXUBaHHS OCHOBHOTO
NMKA Ha  XPOMATOI'PAMME  UCHBILYEMULU
pacTeopa AOJKHO COOTBETCTBOBATH BPEMEHH
YACPACHBULLES UULIUBIIOTY nmKa na
APUMALUL PAM ML [ ORI i
obpasna HUMECYJIUIA (pazzen
«KOMMYECTBEHHOE ONPEaEIeHUE)

3 | Average weiéht and mass 310.8 mg/310.8 mr
uniformity / Cpeanas macca
H OJHOPOAHOCTE MACCHI

|
Complies / CooTBeTcTBYyET

310mgx5.0%/310Mr+5,0%

18/20 tablets —-NMT £ 5 %/
18/20 TabneTok — He Gohige = S %

2/20 tablels —WMT 4L 10 % /
2/20 tabnerok — He 6onee = 10 %

4 |Dissolution / Pacteopenne 95 %, 96 %, 98_%, 96 %, 97 %,

97 %

Not less than 75 % (Q) of labeled amount of
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHansHoro cogeprkanus Ci3H2N20sS
(Humesyiny) qepes 45 MuH.

5 | Water / Boaa

2.3

Not more than b.U Y% w/w / He Sonee 8,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [poaykr cooteeTcTBYeT Tpebosanuam HJI Bakaouedue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToeineHo: IIposepero: Opo6peno: Mengipkep / Pyxosoaurtens
Pardeep Kumar : Himesh KW Ajay Sharma

c_::,! \
Print Date / Print Date / Print Date /
Iara: .28.01.2021 Hara: 28.01.2021 Hara: 28.01.2021
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Dr.Reddy’s “:"’

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Page 2 of 3/ Ctp.2 n33

Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tabnetku 100 mr
Batch No / 1 V2100139 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepunt 25,00,000 rabnetok
Analytical Report No / 1 890001502302 Date of Analysis / : 28.01.2021
Ananurudecknii oTueT Ne JlaTa ananu3za
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTa npou3BoACTBA I'ogen g0 (BKa)

Analysis performed according to ND / Anasiu3s nposeaen no HJ/: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzam. Ne 2 ot 10.08.2020)

No Test / IoxazaTeanb | Result / PesyabTaThl | Sj%cification / Hopma

6 | Related substances / PogcTBenHbie NpHMecH
Impurity A / ITpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %

| . (]
Tmputhy B/ Tpumecs B 0.01% TOWAT 020 86/ T Gunee 0,20 %
Impurity C / Ipimoor C Wut Detecied NMMT 0.200% ! He hanee (1701 %
Impurity D / TIpumecs D Not Uetected NMT 0.20 % / L bonee U, 20 %%
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Nout Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impunty / EnuHuunas ’
HeuneHTUhULMpyeMas
npuMech
'T'otal impurities / Cymma 0.04 % NM'L'1.5 % / He bosee 1,5 %
npuMeceii
7 | Uniformity of dosage units / 2.9 Acceptance value (AV) should be not more i
OaHOpPOAHOCTH NO3UPOBAHUSA than 15.0 / [Tokazarens npuemniemocTd (AV)
JoJDkeH ObITh He Gonee 15,0
8 |Microbial limits / MukpoGunojiornseckas YMCTOTA

a) Total aerobic microbial
count / O01ree yucio
a3pOOHBIX MHKPOOPTaHW3MOB

05 CFU/g /
05 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/T

b) Total combined yeasts and
mould count / O61ee yucio
JPOMOKEBBIX U MIIECHEBBIX
rpubos

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absent in 1g/
OrcytcTByeT B IT

Shall be absent in 1g/
JIo/DKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms (o ML/ Counclusion : APPROVED/
TMpumceuanne: Tposywrr covrserviuyvy tpsOuvpuunsm HIT 3uwwnotonue: OAOLPEIIO
Prepared hy / Checked by/ Approved by: Manager / Executive /
IToarorosmneHo: TMporepeHa’ Onotpeno: Mengaxep / Pykosonuress
Pardeep Kumar OL Himesh Kumar Ajay Sharma
—}l

Print Dato / Print Date / Print Date /
Hata: .28.01.2021 Hara: 28.01.2021 Jara: 28.01.2021
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Dr.Reddy’s Q‘:".

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJTU3A

Page3 of 3/ Crp.3 u33

Product Nise tablets 100 mg

Ipoaykr Haii3®. rabnerku 100 mr

Batch No / : V2100139 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepHH 25.00,000 TabneTox
Analytical Report No / : 890001502302 Date of Analysis / : 28.01.2021
AHaJNHTHYECKHT oTueT N JlaTa aHanu3a

Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023

JlaTa npoH3BOACTBA Toxen go (BxI)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-1401 19 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [loka3aTenn

Result / PesyabTaThl

Specification / Hopma

9 | Assay/ KoauyecTBennoe
onpeneaeHue

98.8 mg/98.8 mr

10 |Tackage/ Ynakobka

110 tablets in PVC/aluminum blister. 2

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
TMBX/wiromunnesom Gnucrepe. o 2
fimeTENA RMECTE ¢ HHUTRYKLMRR 16
NIPUMEHEHUK) 18 1HAUKY KUPTOHHYR).

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0Mr mo 110,0mr C;3HiaNaOsS
(ummccynuz) B TabneTie

10 tablets in PVC/aliminnm hlister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnmerox B IIBX /
anoMuHucBoM 6nucrepe. Mo 1, 2, 3 mmu 10
HMEGIE  © WHCTPYKLHMCH 10
HPHUMEHCHURY B 1IHAYRY RapPIUHHY IV,

Omeciepos

11 |Labeling / MapkupoBka

| Complies as prescribed /

CooTtperernyer Tpebopalimmm

According to ND /
B cootsercteid ¢ HI

12 | Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3amuuineHHOM OT CBETA MECTE NpH

TemnepaType He Bbitie 25°C

13 | Shelflife / Cpok roaHocTu

3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: ITpogyKT COOTBETCTBYET TpedoBatusaM HJL Baxmouenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBnexo: [Tposepeno: Onobpeno: MeHgaxep / PykoBoautens
Pardeep Kumar . Himesh K&/o Ajay Sharma
‘:ﬁ—~ \
Print Date / Print Date / Print Date /
Jara: .28.01.2021 Jara: 28.01.2021 Hara: 28.01.2021
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