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Product : Nise tablets 100 mg

Mpoaykr  : Haiis®, tabnerku 100 Mr

Batch No / : V2200833 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O61em cepun 25,00,000 tabneTok
Analytical Report No / : 040001569667 Date of Analysis / : 13.05.2022
AHaJIUTH4YECKHd oTyeT Ne JlaTa asaausa

Date of Manufacture / ¢ APR.2022 Date of Expiry / : MAR.2025

JlaTa npou3BOACTBA Toaen go (BK.)

Analysis performed according to ND / Ananu3s nposeaen mo HJI: IIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / ITokasaTeab o Result / PesyabTaThbl Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
Ismooth surface. / bBenble ¢ KEATOBATHIM
OTTEHKOM KpYTrble IBOSKOBBIMYKIIbIE TabNIeTKH
[ C INIaJIKO MOBEPXHOCTEIO.

2 |Identification / [ Complies / CooTBeTCTBYET The retention time of principal peak in the
| HoannnHoCTHL chromatogram of test solution should
I | correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
[ under Assay / Bpems yaepxHBaHHs OCHOBHOTO
DMKa Ha  XpOMaTorpaMMme  MCIBITYEMOro
pacTBOpa IOJDKHO COOTBETCTBOBATH BPEMEHH
yaEpKHUBAHUS OCHOBHOTO IMHKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHAapTHOrO
obpasua HUMECYIUIa (paznen
| «<KosninaecTBeHHOE OMNIpeneneHue»)

| 3 | Average weight and mass 309.4 mg/309.4 mr 310 mg+5.0% /310 Mr+5,0 %

:l:)lf(l):;)m;tyﬂ/o(;p:;;lasgz:acca Complies / CooTBeTCTBYET | 18/20 tablets —NMT £ 5 % /
AHOpoA 18/20 Tabnetok — He Bonee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnetok — He 6onee = 10 % I

; 4 | Dissolution / PacTBopeHue 95 %, 94 %, 94%, 94%, 93%, 98% | Not less than 75 % (Q) of labeled amount of
C13H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHansHOTO cogepxkanusd Ci3HipN>OsS
(uumecynun) yepes 45 MHH.

5 |Water /Boaa 2.8% Not morPe than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBeHHBbIE IPHUMECH

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

ITpumeuanue: [Tpoaykr coorBeTcTByeT TpeboBanusaM HJ{ 3axmouenue: OJJOBPEHO

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

[Mogrorosneno: Pawan Kumar | IIposepeHo: Naresh Kumar Onobpeno: Menemxkep / Pykosoauteis
{?Lw : '3 Manoj Kumar :\} ‘L‘Li‘lw’("/

Print Date/ Print Date / Print Date /

Hara: 13.05.2022 Hara: 13.05.2022 Hara 13.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com
Page20of3/Crp.2 n3 3

Product Nise tablets 100 mg

Mpoaykr Haiiz®, tabnerku 100 Mr

Batch No / 1 V2200833 Batch Quantity / : 25,00,000 tablets /
Ceputsi Ne O0bem cepuu 25,00,000 TabneTok
Analytical Report No / : 040001569667 Date of Analysis / : 13.05.2022
AHaJUTHYECKHI oTHeT No JlaTa anaansa

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

Jara npon3soicTea Togen 10 (BKJI)

Analysis performed according to ND / Ananus nposesen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTens

Result / PesysbTaTsi

Specification / Hopma

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B
Impurity C/ Ilpumecs C
Impurity D / Ilpumece D
Impurity E / ITpamecs E

Less than LOQ (LOQ: 0.0057%)

0.02%
Not Detected
Not Detected
Below Limit of detection(LOD:0.0062%)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
| NMT 0.20 % / He 6onee 0,20 %
| NMT 0.20 % / He 6onee 0,20 %

O}IHOpOHHOCTb A03HpOBaHHusA

Impurity F / Tlpumecs F Less than LOQ (LOQ: 0.0136%) NMT 0.20 % / He 60see 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas
HengeHTudHUMpyeMast
NpUMech
Total impurities / Cymma 0.04% NMT 1.5 % / He 6osee 1,5 %
MpUMece
7 : Uniformity of dosage units / - 1.7 | Acceptance value (AV) should be not more

than 15.0 / Tokazarens npuemnemoctu (AV)
|ILOIDKCH 6bITh He Gonee 15,0

8 | Microbial limits / MukpoGuonornyeckas 44cTora

a) Total aerobic microbial
count / Obuiee yncio
a3poBHBIX MUKPOOPraHU3MOB

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

Not more than 1000 CFU/g /
He Gosee 1000 KOE/r

b) Total combined yeasts and

| mould count / Obiee yucno
JPOMOKEBBIX U MNECHEBBIX
rpubon

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Remarks : The Product conforms to ND /
Ipumeyanue: [Tpoaykr coorBeTcTBYeT Tpebosanusm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[ToarotosngHo: Pawan Kumar

Lo g8V~
lut,b“/

Checked by /
IIposepeno: Naresh Kumar

&

Approved by: Manager / Executive /
Onobpeno: Mexemkep / PykooauTens
Manoj Kumar /

._b_‘n pecLs

Print Date /
Jara: 13.05.2022

Print Date /
Jara: 13.05.2022

Print Date /
JaTa 13.05.2022
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Date of Manufacture /
JaTta npoH3BOACTBA

Product Nise tablets 100 mg
IlpoaykTr Hait3®, Tabnerku 100 mr
Batch No / 1 V2200833 Batch Quantity / ¢ 25,00,000 tablets /
Cepus Ne OGnem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001569667 Date of Analysis / : 13.05.2022
AHanuTHYeCKMii oTyeT Ne Jlara anaamn3a

: APR.2022 Date of Expiry / : MAR.2025

Tomen o (BK)

Analysis performed according to ND / Ananus nposeaen no HJL: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nzm. Ne 2 ot 10.08.2020)

Ne Test / IToxazaTens Result / Pe3yabTaThbl Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OTCyTCTBYET JIomKHbBI OTCYTCTBOBAThH B 1 T
" 9 | Assay/KoauuecTeennoe 99.2mg/ 99.2mr Not less than 90.0 mg and not more than
onpejejieHHe 110.0 mg Ci3H2N20sS Nimesulide in tablet /
'Ot 90,0mMr nmo 110,0mMr C;3H;2N20sS
(HumMecynua) B TabneTke
10 'Package / YakoBka 10 tablets in PVC/aluminum blister. 2 | 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. / IMo 10 Tabnerok 8|carton. / Ilo 10 Tabmerox B TIIBX /
[IBX/anomunues om 6uctepe. [lo 2 | amomunuesom Gmuctepe. Io 1, 2, 3 umm 10
| GaucTepa BMECTE ¢ MHCTPYKLMEH M0 [ GMMCTepoB  BMeCTe ¢ MHCTPYKIMEH 10 :
: NPUMEHEHUIO B NaYKy KAPTOHHYIO. | IPAMEHEHHMIO B [TAUKY KapTOHHYIO.
| 11 |Labeling / MapkupoBKka Complies as prescribed / | According to ND /
CootsercTBYeT Tpe6OBAHHAM B coorserctBuu ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MECTE IIpH
XpaHeHne | TemniepaType He Bbiuie 25°C
13 | Shelf life / Cpok roanoctu R

'|3 years / 3 rona

Remarks : The Product conforms to ND /
Hpumeuanne: [Ipoaykt cooteTcTByeT TpeboBanusam HJI

Conclusion : APPROVED/
3aknaouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo;, Pawan Kumar

=

Checked by /
[posepeno: Naresh Kumar

&

—

Approved by: Manager / Executive /
Opobpeno: Menemxep / PyKOI?D,L{I-[TEHb
Manoj Kumar /

Print Date /
Hata: 13.05.2022

Print Date /
Jara: 13.05.2022

Print Date /
Jara 13.05.2022
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