Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A
Page 1 of3/Crp.1u33

Product : Nise tablets 100 mg
Mpoaykr  : Haii3®, tabnerku 100 mr
Batch No / : V2101067 Batch Quantity / ¢ 25,00,000 tablets /
Cepun Ne O6bem cepun 25,00,000 tabaerok
Analytical Report No / : 890001529650 Date of Analysis / : 24.06.2021
AHajquTH4YecKHii oruer Ne Jara ananuza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JaTa npousBoacTea Ionen Ao (BKA)

Analysis performed according to ND / Anaaus nposexen mo HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| Ne Test / [TokxazaTenn

Result / PesyabTaThi

Specification / Hopma

1 |Description / Onucauue

Complies / CootBercTByeT

2 Identification /
Hoanmuuucn

Complies / CooTreTcTRYET

Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ xenToBaTbiM
OTTEHKOM KpPYTJIble ABOSKOBBIMYKIIBIE TAGNETKH
C IaJKOH MOBEPXHOCTHIO.

The retention time of principal peak in the
chromalogram — of  test solution  should
| oorroopond to retontion timo of pringipal pealk in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep:KHBaHHS OCHOBHOTO
NMKa Ha XpOMarorpaMMe  MCIIBITYEMOro
pacTBOpa JOJDKHO COOTBETCTBOBaTb BPEMEHH

YAEPKUBAHHS OCHOBHOI'O nukKa Ha
XpoMaTorpaMMe  pacTBOpa  CTAHAApPTHOTO
obpazua HUMeCyHaa (pasnen

«Konuuectneriioe onpenenemre»)

3 | Average weight and mass
uniformity / Cpexusas macca
H OJHOPOAHOCTH MacCChl

309.7mg/309.7 mr

Complies / CootBercTByeT

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

18/20 tablets ~NMT = 5 % /
18/20 Tabnerox —He Gonee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnerok — He Honee + 10 %

4 | Dissolution / PactBopenne

90 %, 91 %, 91 %, 90 %, 92 %,

Not less than 75 % (Q) of labeled amount of

92 % Ci3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMUHaNbHOTO cogepxanusi Ci3Hj2N20s5S
(Humecynun) uepes 45 mMuH.
5 |Water/Boaa - 2.7 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to NI / Conclusion : APPROVED /
IIpameuanne: [Tponykr coorsercTeyer Tpebosanusm HJT 3akmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Exccutive /
IoarorosneHo; TTporepeHo: Onobpeno: MeHenxep //kuKOBO,III/ITE‘Hb
Pardeep Kuma‘rzf/_ Hitosl Kuinat Aunil Kutia o S

Print Date / Print Date / Print Date /

Jlara: 24.06.2021 o . | la1ei2406200L o o | Jlava: 24062021

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page2of3/Crp.2 133

Product : Nise tablets 100 mg
Ipoaykr  : Haiiz®, tabnerku 100 mr
Batch No / : V2101067 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001529650 Date of Analysis / 1 24.06.2021
AHAJIHTHYECKHI 0TyeT No JaTta ananusa
Date of Manufacture / ¢ Jun. 2021 Date of Expiry / : May. 2024
Jarta npousBoacTBa I'oaen go (BKI)
Analysis performed according to ND / Ananus nposeaen mo HII: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / IlokaszaTesb | Result / PesyabsTaTh! | Specification / Hopma
6 | Related substances / PoacTBennble mpuMecu
- 0, 0,
Impurity A / llpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumecs B 0.01% NMT 0.20 % / He Goaee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / 1le 6onee 0,20 %
Impurity D / Ipumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tpumeces E Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / ExuanyHas '
HeuaeHTUbHIMpYyemas
[PHUMECH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
LprUMeceit
7 | Uniformity of dosage units / 42 Acceptance value (AV) should be not more
OAHOPOAHOCTE 103UPOBAHUSA than 15.0 / TTokasarens npuemiemoctH (AV)
nopkeH ObiTh He Oonee 15,0
8 |Microbial limits / Mukpo6uoaornyeckas 4HcTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee uucio Menee 10 KOE/r He 6omnee 1000 KOE/r
a3poOHBIX MHKPOOPTaHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obiuee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXKIKEBBIX U IIIECHEBBIX
rpubos
¢) E. coli Absent in 1g/ "Shall be absent in 1g/
OTtcyTeTyeT B 11 JomkHbI oTcyTeTBOBaTE B 1 I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBETCTBYET TpeboBaHusaM HJJ 3axkmwoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moarorosneno: IIpoBepero: Onobpeno: Menenxep / lizxxosoamenb
Pardeep Kumar y Himesh Kcur_ii_gct///r Amit Kumar
Print Date / Print Date / Print Date /
a: 24.06.2021 1.24.06.202 :24.06,2021
Jar Rosisiorcdl 125 24,00 2021, e LAATE 24,00.2021
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 3 of 3/Ctp.3 u33

Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnerku 100 mr
Batch No / 2 V2101067 Batch Quantity / + 25,00,000 tablets /
Cepust N O6nem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001529650 Date of Analysis / 1 24.06.2021
AHaJHTHYeCKH oTueT Ne JlaTa anaausza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JlaTa npon3BoACTBA Tonen go (BKJI)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

N | Test / llokasaTenn Result / PesynbTaThs Specification / Hopma
9 | Assay/ KosnyecTBeHHOe 99.0 mg/99.0 mr Not less than 90.0 mg and not more than
omnpejeJieHHe 110.0 mg Ci3H2N»0sS Nimesulide in tablet /
Ot 90,0 Mr pice] 110,0 MI C|3H12N205S
(uumecyaun) B TabieTke
10 | Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blistcrs and paticni information lcaflet | blisters and patient information leaflet in a
in & carlon. / Ilo 10 rabnerox B|carton. / o 10 wabuerok 8 1UBX /
NNBX/amomunues oM 6mucrepe. ITo 3 | amoMununerom 6muctepe. Ilo 1, 2, 3 unm 10
6nHcTepa BMeCTe ¢ MHCTPYKLMEH 110 | ONUCTepOB  BMecTe ¢ MHCTpPYKLMed 1o
APHUMEHEHHIO B MaYKy KapPTOHHYIO. | IPUMEHEHHIO B Na4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTByeT TpeOOBaHHAM B cooreercTBuM ¢ H]l
12 | Sturage conditivns / Sture protected from Light below 25°C / B sawmuuzHHUM 01 cweld mecie npd
Xpanenne TeMrneparype He Bolie 25°C
13 | Shelf life / Cpox rognoctu 3 years /3 roga

Remarks : The Product conforms to ND /

IIpumeqanne: ITpoaykT cooTBCTCTBYCT TpcOoBaHusM HJL

Conclusion : APPROVED /
Zaxmarouenue: OJOBPEHO

Prepared by /
[Toarorosnexo:
Pardeep Kumar

Checked by /
IIpoBepeHo:

Himesh KUM

Approved by: Manager / Executive /
Onobpeno: Metenxkep ( PykoBomurenb

Amit Kumar J\ /Q

c::;r;’__‘
Print Date /

Hara: 24.06.2021

Lddare,

Print Date /
24.06.2021

Print Date /
Hara: 24,06,2021
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