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CERTIFICATE OF ANALYSIS
CEPTUOHIKKAT AITAJTH3A

Page 1 of 3/Crp. 1133

Product : Nisc tablets 100 mg

Mpoayxr  : Haiia®, Tabuericin 100 mr

Batch No / 1 V2101242 Batch Quantity / : 25,00,000 tablets /

Cepust Ne 06_’beM cepuu 25,00,000 rabuerok P
Analytical Report No / : B90001 534014 Date of Analysis / : 16.07.2021
AHanuTHYeckuit oruer No Jata anajnsa

Nate af Mannfactnre / s un 2021 Date of Expiry/ : May 2024

JlaTa npomnoacTna Tanen an (Ricn)

Analysis performed according to ND / Anauu3 nposegen no HJ/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Neo 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020)

Ne Test / IloxazaTenn Result / PesynbTaThbl Specification / Hopma

1 |Description / Onucanune Complies / CootBeTcTBYyET Yellowish white round biconvex tablets with
smooth surface. / bBenbie ¢ >XeATOBATHIM
OTTEHKOM KPYTJIbIE ABOSKOBLIIYKIbIE TaONEeTKH
C M1aJIKOH MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMopanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>kHBaHKs OCHOBHOTO
NMKa Ha  XpOMAaTorpaMMe  HMCIBITYEMOIo
pacTeopa HOJKHO COOTBCTCTBOBATL BpCMEIIH
YAEPHKHUBAHUA OCHOBHOFO nuka Ha
XpoMaTorpaMme  pacTBOpa  CTaHJapTHOTO
obpasia HUMeCYNHIa (paznen
«Konu4ecTBeHHOE OTpeNeNIeHHE)

3 | Average weight and mass 310.6 mg/310.6 Mr 310 mg+5.0% /310 Mr=5,0%

uniformity / Cpenusist macca Complies / CooTBeTCTBYET 18/20 tablets —-NMT = 5 % /

M OJHOPOAHOCTE MACCHI
AHHOPOA 18/20 tabnetok — He Gosee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 tabneTok — He Goyee = 10 %

4 Dissolution / PacTreopenne 98 %, 95 %, 97 %, 98 %, 96 %, Not less than 75 % (Q) of labeled amount of
96 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMMHANBHOLO copepxanuns Cr3HpN2OsS
(auMecynun) yepes 45 MUH.

5 | Water /_Boﬂa 2.9% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
[Ipumeuanne: [TponykT coorBeTcTByeT TpebopanusM HJL 3axmouenue;: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moxrorosneno: [TposepeHo: Onobpeno: Menemxep / Pykosonutens
Pardeep Kumar Ci, Himeshgrjir/ﬂQ Amit Kumar P/)

Print Date / Print Date / Print Date /
Jara: 16.07.2021 Hara: 16.07.2021 Hara: 16.07.2021

Regislered UIICE: 8-2-57, Koad NO. 3. panjaia Hills, Hyaeraoad - SU003H, .1, Iai
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A

Page2 of 3/Crp.2 133

Product Nise tablets 100 mg

Ilpoaykr Haiiz®, tabnerku 100 mr

Batch No / 1 V2101242 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001534614 Date of Analysis / : 16.07.2021
AHaauTHYeCKHH oTyeT No Jara aHanu3za

Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024

Jara npoussoacTsa TI'open a0 (BK)

Analysis performed according to ND / Ananus nposesen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wzm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / nzm. Ne 2 ot 10.08.2020)

N | Test / IlokazaTeb |

Result / P:=,3_XJ; bTATHI

Specification / Hopma

6 |Related substances / PoacTBeHHbIE IPHMECH

Tmpurity A / TipuMeck A
Impurity B / IIpumecs B
Impurity C / Ilpumecs C
Linpurity D/ Mpuamees D
Tmpurity B/ TThuvect R
Imputity F / ITpumecs F

Any unknown individual
impurity / EnvHuuHas

Less than LOQ (0.0057%)
0.02%
Naot Neterted
ot Delected
Naf Detegted
Mol Duleelad

Less than LOQ (0.0143%)

NMT (.20 % / He 6onee (1,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NAT0.20 %% / Le Gunee 0,20 %
NMT 0.20 % / He anee 0,20 %
NMT 0.20 % / He Sonee 0,20 Y%
NMT 0.20 % / He 6onee 0,20 %

OIHOPOAHOCTD A03HPOBAHHS

HeueHTHPUIHpYeMast
[pUMECD
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more

than 15.0 / TTokazatens npuemnemocty (AV)
IoJDKeH OBITHL He Gonee 15,0

8 | Microbial limits / Mukpoduosornyeckas YucTora

a) Total aerobic microbial
count / O0lee 4HCIO
a3pOOHBIX MUKPOOPTaHH3MOB

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

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

b) Total combined yeasts and
mould count / Obwee unco
JPOMOKEBEIX U IJIECHEBBIX

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

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

rpu6oB

) Fooanli

Aot in 1y /
OrcyTerByer B 1T

Sliall L aborsnl in Ty /
JIOIKHBI OTCYTCTBOBATE B 1 I

Remarks : The Product conforms to ND /
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboranusM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

Checked by /
IIposepeno:
Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykopoautenb

Print Date /
Mara: 16.07.2021

Print Date /
Mata: 16.0°/.2021

Amit Kumar e
p
Print Date /

Jlata: 16.07.2021

Repistered Office: §-2-337, Road No. 3, Danjara TTills, TTydcrabad - 500034, AT, Tndia

Tel: 91 40 4200 2900, Fux: 91 40 4900 2999, Eiwil: muil@@direddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUDPUKAT AHAJIN3A
Page3of3/Crp.3u33

Product Nise tablets 100 mg
IpoaykTr Haiiz®, Tabnerku 100 mr
Batch No / : V2101242 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepun 25,00,000 Tabnerok
Analytical Report No / : 890001534614 Date of Analysis / : 16.07.2021
AnaguTHyeckHrii oTuer No Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
Jlara npousBoacTBa T'onen no (Bxu1)

Analysis performed according to ND / Auanus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [loxazaTenr | Result / PexyahraThi . Specification / Hopma
9 | Assay/ KosnuecTBeHHOE 98.5 mg/98.5 Mr Not less than 90.0 mg and not more than
ONMPLACICINL 110.0 mg CiyH ;M O38 Mimeuulide in Lublet /
Or 90,0mr mo 110,0mr  CisHpN-OsS
(unuMecynua) B Tabnerke
10 | Package / ¥Yuuieonin 10 tablets in PVC/uluminun blistet. 3 | 10 tublsle in PVC/aluminum blister, 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabmerok B carton. / Ilo 10 Tabnerox B IIBX /
TIBX/amomunnes oM 6ucrepe. [To 3 | amomunueBom Onucrepe. Ilo 1, 2, 3 unu 10
GIUCTepa RMECTE ¢ WHCTPYKTTHEH 1o |ﬁnumepnn RMECTE € WHCTPYKIWEH 1o
OPHMOIIOITHIO B IATICY AP Toryin, :npnmanmmm N Ay KAPTOIITYIO,
11 | Laheling / Mapkuporka Cumplies as prescribed / | Aceurding WD/
CooTBeTcTBYET TpeOOBAHIAM | B coorBerctuu ¢ HI
12 | Storage conditions / Store protected from light below 25°C / B 3AlMIEHHOM OT CBETa MeCTe NpH
XpaHenue TeMIepaType He Beluie 25°C
13 | Shelf life / Cpok rognocTu 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJJ 3akarwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: [TpoeepeHo: OnoGpeno: Menemkep / PykoBonuTens
Pardeep Kumar CL( Himesh Kumar Amit Kumar

—— »>
Print Date / Print Date / Print Date /
Jara: 16.07.2021 JHarta: 16.07.2021 Jata: 16.07.2021

Reoisiorcd UTICT: B-2-33 7, 1000 190, 3, Datjard Fiiis. Hyaeianad - JU00SF, 74,1, T
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



