Formulation Unit-6

?
DI’. Red dy S ‘. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®HKAT AHAJIN3A

Qe Dr. Reddy's Laboratories Ltd.
@
@

Page 1 of 3/ Crp.1u33

Product :+ Nise tablets 100 mg

Mpopykr _ : Haiis®, Tabnerky 100 mr

Batch No / : V2200494 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O6nLem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001581252 Date of Analysis / : 29.03.2022
ARaauTnyeckuii oruer Ne JlaTa anajansa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npoH3BOJACTBA Togen ao (Bra)

Analysis performed according to ND / Anasius nposeies no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
\iam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020) :

Ne Test / TlokazaTenas Result / Pe3syJbTaThbl Specification / Hopma _—I
1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with|
smooth surface. / benble ¢ >XeNTOBATHIM
OTTEHKOM KpYIJIble ABOSIKOBBITIYKIIbIE TabIeTKH
C I'7IaJIKO# MOBEPXHOCTHIO.

2 !Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
MoaMHHOCTL chromatogram of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMms ynepXuBaHus OCHOBHOTO
nMKa Ha XpOMAarorpaMMe  MCOBITYeMOro
pacTBOpa JOJDKHO COOTBETCTBOBATH BPEMEHH |

yIaep>KUBaHHA OCHOBHOTO nuka Ha
XpoMaTorpaMMe  PACTBOpa  CTaHHApTHOTO
obpasua HUMeECyu1a (pazpmen

«KoIMueCTBEeHHOE OTIPENENICHHE)

3 | Average weight and mass 310.7 mg/310.7 Mr 310mg +5.0%/310Mr£5,0%

‘:::f(:;,m:,ty“/off:?:;t::acca Complies / CooTeeTcTBYET 18/20 tablets — NMT + 5 %/
asoped 18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets —- NMT + 10 % /
2/20 Tabnerok — He 6ostee + 10 %

4 |Dissolution / PactBopenue 93 %, 97 %, 97%, 96%, 94%, 95 % |Not less than 75 % (Q) of labeled amount of
Ci3H12N20s8 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomunansHoro conepxkanusi Ci3Hi2N20sS
(numecynun) depes 45 MUH.

5 |Water/Boaa 3.0% Not more than 6.0 % w/w / He Gonee 6,0 %

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

ITpumeuanne: [IpOAYKT COOTBETCTBYET tpeboBanuaM HII 3axiodenne: OJJOBPEHO

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

[ToaroToBJeHO: I[Tposepero: Himesh Kumar Onobpeno: Meneaxep / Pykosonutese

Ankit _____———-—T——“ Pavan Kumar Sharma . :;' _—
& e . =

Print Date / Print Date / Print Date /
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Product Nise tablets 100 mg
Mpoayxr Haiis®, Tabnerku 100 mMr
Batch No / $ V2200494 Batch Quantity / : 25,00,000 tablets /
Cepug No O6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001581252 Date of Analysis / : 29.03.2022
AHanuTHYecKuii oTuer Ne Jara ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Hdata npoussoacrea Togen po (Bxn)
Analysis performed according to ND / Ananus nposenen mo H/I: [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 / usm. Ne 2 ot 10.08.2020)
No Test / Tlokasarenn | Result / PesyabraTst | Specification / HUEE g
6 | Related substances / Pogcreennsie HpHMecH
Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / llpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Mpumecs D Not Detected NMT 0.20 % / He 60nee 0,20 %
Impurity E / [pumecs E Not Detected NMT 0.20 % / He 6osiee 0,20 %
Impurity F / Ilpumecs F SDested NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Exunauuxas
HenaeHTuHIUpyeMas
IPUMECH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more |
OanopoanocTs 103upoBaHus than 15.0 / ITokasatens npuemiemoctu (AV)
ZOJKEH OLITh He Gonee 15,0
8 Microbial limits / Muxpo6uoaornueckas uncrora
a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g/
count / O6iee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3IMOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6iee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOOKEBBIX U [UIECHEBBIX
rpuboB
c) E. coli Absent / Shall be absent in 1g/
OtcyrcrByer JlomKHEI OTCYTCTBOBATE B 1 T
L |

Remarks : The Product conforms to ND /
Ilpameyanmue: IpoaykT cooTseTcTBYeT tpeGoBaniam HJ

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: ITposepeno: Himesh Kumar Onobpeno: Menemxep / Pyﬁkoaomweﬁb
Ankit . C,l/——r) Pavan Kumar Sharma r / -
3 — =
Print Date / Print Date / Print Date / _
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[Product ¢ Nise tablets 100 mg N
IMpoaykr ¢ Haiis®, Tabnerku 100 mMr

Batch No / 1 V2200494 Batch Quantity / ¢ 25,00,000 tablets /

Cepus Ne ]:ﬁbem cepHn 25,00,000 Ta6nerok
Analytical Report No / : 890001581252 Date of Analysis / ¢ 29.03.2022
AHanuTiyeckuii oruer Ne Mara ananuza

Date of Manufacture / : MAR.2022 {Date of Expiry / : FEB.2025

Jara npomssonctea T'ogen o (Bicn)

Analysis performed according to ND / Auajin3 Tpoeeaed o HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /

[MsMA Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020)

Ne | Test/Moxasatenn | Result/Pesyawrarts | Specification / Hopma
9 |Assay/KosnuecTBeHnoe 99.2 mg/99.2 mr Not less than 90.0 mg and not more than
onpeaenenue 110.0 mg Ci3H;2N>O5S Nimesulide in tablet /
Or 900mMr no 110,0 mr Ci3H2N»05S
| (nMMecynun) B TaGretke
10 | Package/ YnakoBka _-thlcts_in WC/?um_imelister. 3|10 tablets in PVC/aluminum blister. 1,2,3 or 10
blisters and patient information leaflet ‘ blisters and patient information leaflet in a
In a carton. / Io 10 Tta6nerox Bicarton. / Tlo 10 Tabmerox g [IBX /
NBX/anromunves om Gamctepe. Mo 3 | amomunIeBOM 6mucrepe. ITo 1, 2, 3 wm 10‘
6ructepa sMecte ¢ mHCTPYKUMEHt 10 6mucrepos  BMecte ¢ UHCTPYKUMEF] rmo|
TIPUMEHCHHIO B NMa4Ky KAPTOHHYIO. | IpMMEHEeHHIO B HayKy KapTOHHYIO.
|' 11 dfab?li@/ﬁaﬁponxa = Complies as prescribed / According to ND /-
CooteercrByer TpeGoranmsam B cootsercrenu ¢ HJT
|_ 12 Tsaag_eco—ndﬁnﬁ Sto?ﬁ)te_cted—frcﬁ light below 25°C / B 32LUMIIEHHOM OT CBETa MecTe | pH |
‘ XpaHnenue | TeMIlepaType He BElme 25°C
t 13 hmlelf life / Cpok roasoctn J 3years/3roma -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [Tpoayir COOTBETCTBYET TpeboBanism HJJ 3akmouenue: QJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoxrorosneHo: IIposepero: Himesh Kumar Onobpeno: Menemxep / PykoBonnrens
Ankit /,'/! _’J//—/i’h\ Pavan Kumar Sharma ,,"-f; s
; Efpor——=
b = —_— = i ‘..-_'_/.
( i
Print Date / Print Date / Print Date /
[ara: 29.03.2022 Rogisterad HAFEAR2%0B 2020, 3, Banjara Hil's, Hydpralara: 520083, DORBana, India
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