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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIH3A

Page 1 of 3/ Crp. 1 u33

Product : Nise tablets 100 mg

[poaykr :  Haiiz®. taSnerku 100 mr

Batch No / : V2201463 Batch Quantity / : 25,00,000 tablets /
Cepns Ne Odbem cepun 25,00,000 TabneTox
Analytical Report No / : 890001604263 Date of Analysis / : 28.07.2022
AHaanTH4YecKHit oryer Ne |laTa aHanusa

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

JaTa npouzBoAcTBa Tonen a0 (BKA)

Analysis performed according to ND / Anaans nposeaen mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
13M. Ne ] ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

‘ No |_ _ Test/ Mokasarear | Result / PesyabTaTh | Specification / Hopma

1 Description / Onucauue Complies / Coorsercrayer Yellowish white round biconvex tablets with
smooth surface. / benble ¢ xenaToBaTHIM
OTTEHKOM KpYTJIble ABOSIKOBBIMYKJIbIE Tab1eTKH
C TJIAIKOH MIOBEPXHOCTLIO.

2 |Identification / Complies / C_OOTBeTCTByeT The retention time of principal peak in the

MoannuHocTs chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»«HBaHWsS OCHOBHOIO
MMKa Ha  XpOMATrorpamMMme  HCIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH BPEMEHU
YIepKUBAHMS OCHOBHOTO nuKa Ha
XpomarorpaMMe  pacTBOpa  CTaHIApTHOrO
obpasla HUMECYIMIa (pasnmen

| «KonnmuecTBeHHOE onpeneneHue»)
—

3 | Average weight and mass 310.1 mg/310.1 mr [310 mg£5.0% /310 Mr+5,0 %

;u:)llf((::;)m:)tyﬂ/o((;‘f:ilﬂ;s;:acca Complies / CootBercTBYET 18/20 tablets —-NMT £ 5 % /

. poa 18/20 Tabnerok — He Honee £ 5 %
| 2/20 tablets — NMT = 10 % /
2/20 Tabnetok — ne Gosee = 10 %

4 | Dissolution / PacTBopenue 98%, 96 %, 98%, 99%, 98%, 99% | Not less than 75 % (Q) of labeled amount of "
C13H12N>05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanbHOTrO coaepxanus C3H;-N-OsS
(aumecynua) yepes 45 MuH.

5 Water / Boaa 33% | Not morPe than 6.0 % w/w / He 6once 6,0%

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

ITpumeuanne: IIpoxykT cooTBeTcTBYET TpeGoBanusm HJI 3akmouenue: OJOBPEHO

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

[ToarorosneHo: Ramakant ITposepeno: Santosh Kumar OnobpeHo: Menemxep / PykosoauTens
%‘A\w\ﬁ/ Maurya @!@gﬁ Manoj Kumar \”‘f‘iﬂ,“_“c/

Print Date / Print Date / Print Date /

Jara: 28.07.2022 Hara: : 28.07.2022 Hara : 28.07.2022

Registered Office: £-2-337, Foad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 41800 2200, Fax: +91 40 4800 2385, Email: mail@direddys.com
CIN: LE5195AP1984PLCU04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 2 of 3/ Crp.2 133

Product : Nisc tablets 100 mg
Mponyxkr 1 Haiia®. Tadnerki 100 mr
Batch No / 1 V2201463 Batch Quantity / 1 25,00,000 tablets /
Cepusi Ne Odnem cepnn 25,00.000 radbnerok
Analytical Report No / : 890001604263 Date of Analysis / 1 28.07.2022
AHanTuTHUYecKHi oT4yeT No Jlara anaan3ia
Date of Manufacture / : JUL.2022 Date of Expiry /  JUN.2025
JarTa npoussoacTBa I'ogen no (Bka)
Analysis performed according to ND / Ananus nposegen no H: [1N012824/03-140119 {amend No 1 from 08.06.2020 /
usM. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)
N Test / HOK‘a3aTeJl_l>_ | Result / PesyibTaTs Specification / Hopma
6 | Related substances / PogcreeHHble npumecn R
o | 70 ° A 209,
Impurity A / INpumecs A Less than LOQ(LOQ:0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Hpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
| Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
|
Impurity D / Ipumecs D Not Detected |NMT 0.20 % / He 6onee 0,20 %
Impurity E / IMpumecs E ; Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6onee 0.20 %
Impurity F / TIpumecs F Below Limit of Detection (LOD:0045%) | NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
| impurity / Enunuanas
HEUJACHTUHULHpYeMast
NPUMECDH '
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 22 | Acceptance value (AV) should be not more
OAHOPOAHOCTH A03NPOBAHHUA than 15.0 / ITokazarens npuemnemoctu (AV)
nomkeH ObIThL He Honee 15,0
! R
8 | Microbial limits / MukpoGuosornieckas 4ucrora -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Odiuee uncyio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: ITpogykT cooTBeTcTBYeT TpeboBanusm HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosneno; Ranﬁkant [posepeno: Santosh Kumar Onobpeno: Menemxep / PykpBoaurens
A B u - . =
%1&\_.,/, Maurya s Manoj Kumar }jv; y,*i_{—
Print Date / Print Date / Print Date /
Hara: 28.07.2022 Hara: : 28.07.2022 Hara : 28.07.2022
Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 51 40 4500 2900, Fax: +91 <0 4800 2555, Ernail: maitiddrieddys.com

CIN: LES195AP1984P1LCHO4507
www.arreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A
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Product : Nise tablets 100 mg

Mpoaykr Haita®, tabnerku 100 mr

Batch No / 1 V2201463 Batch Quantity / : 25,00,000 tablets /
Cepns Ne Odbem cepnn 25,00.000 TadneTox
Analytical Report No / : 890001604263 Date of Analysis / : 28.07.2022
AHanuTHYecKkHil oryeT No Jlara anaiansa

Date of Manufacture / ¢ JUL.2022 Date of Expiry / : JUN.2025

JlaTa nponssoacTea TI'open a0 (BK)

Analysis performed according to ND / Anaans nposeaen mo HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Result / PesyabraThl | Specification / Hopma
Less than 10 CFU/g / ' Not more than 100 CFU/g /
Meuee 10 KOE/T He 6onee 100 KOE/r

N | Test / IokazaTean

| b) Total combined yeasts and
mould count / OBuwee yncno
APONOKEBBIX W MIECHEBBIX
rpudos

c) E. coli

Absent /
OtcyrcrByeT

97.9 mg/97.9 mr

Shall be absent in 1g/
JomkHbl oTCYTCTBOBATL B 1 T

Not less than 90.0 mg and not more than
110.0 mg C13H)2N2OsS Nimesulide in tablet /
Or 90,0 MI pate] 110,0 MFP C13H13N205S
(numecynun) B Tabnetke

9 |Assay/Konnuecrsennoe
onpegeneHue

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / o 10 Ttabnerok B
IIBX/amomunnes om 6aucrepe. Io 3

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / TJlo 10 -Ta6nerokx B TIBX /
amtomuHueBoM Onucrepe. Ilo 1, 2, 3 nnn 10

61HMCTepOB  BMECTe C  MHCTPyKLHMeH [0
NPHMEHEHHIO B AYKY KapTOHHYIO.

According to ND /
B cootsercrenu ¢ HJ

6ancTepa BMECTe ¢ MHCTpYKUMeil no
MPUMEHEHHIO B MAYKY KApTOHHYIO.

Complies as prescribed /
CoorBeTcTByeT TpeSGoBaHHAM

11 'Labeling / MapkupoBka

Store protected from light below 25°C / B sawmuenHom oT cBeta Mecte npu
TeMInepatype He Boiue 25°C

12 |Storage conditions /
XpaHeHue

13 | Shelf life / Cpox rognocTu

3 years /3 ronma

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Remarks : The Product conforms to ND /
IIpumeuanue: [IponyKT coorBeTcTBYET TpeGoBaHKsIM H]T

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

Ilonrorornexo: Ramakant I[Iposepeno: Saptosh Kumar Opnobpeno: Menenxep / P KOBOJNTEE
mﬁ&/ Maurya ﬁ}gﬂg Manoj Kumar !hl@ﬁ_’

Print Date / Print Date / Print Date /

Harta: 28.07.2022 Hara: : 28.07.2022 Hara : 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaiart - 505834, Telangana, indin
Tel: #5140 4800 2900, Fax: +31 20 4900 2355, Email: mail dircddys.com
CIN: LE51I5AP1SE4PLCC0O4507

www.d rreddys.com




