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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 )
Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTU®UKAT AHAJIU3A www.drreddys.com
Page1of 3/Crp.1mu33

Product Nise tablets 100 mg
Hpoaykr Haii3s®, Tabnerku 100 mr
Batch No / 1 V2200605 Batch Quantity / ' : 25,00,000 tablets /
Cepus Ne Oo6bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001582167 Date of Analysis / : 31.03.2022
AHanuTHYeCKHH 0TueT No Jara anaanza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npousBoacTBA I'ogen go (Bi)

Analysis performed according to ND / Ananns nposeaen no HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N | Test / Tloka3aTenn

Result / PesyabTaThl

1 __Specification / Hopwa

1 |Description / Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Bejple ¢ JKEITOBATHIM
OTTEHKOM KPYFIIble IBOSIKOBBITYKJIBIE Ta0IETKH
C IJ1aKOH MOBEPXHOCTHIO.

2 | Identification /
TloanuuHOCTL

Complies / CootBercTByeT

The retention time of principal peak in the|
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>xMBaHHS OCHOBHOI'O

NMKka Ha  XpOMaTorpaMMe  UCIIBITYEMOTro
pacTtBopa IONKHO COOTBETCTBOBAaTb BPEMEHHU
yIoepKUBaHUS OCHOBHOIO TIHKa Ha
XpoMarorpaMMe  pacTBopa  CTaHOApTHOTO
| obpazna HUMECYJTHIA (paznen

«KonuyectBeHHoe onpenenel-me»)

3 Avera:ge weight and mass
uniformity / Cpeaussa macca
H OAHOPOJHOCTH MAaCChI

311.5mg/311.5 mr

Complies / CooTBeTcTBYET

310 mg+5.0% /310 Mmr+£ 5,0 %

18/20 tablets —NMT £ 5 %/
18/20 Ttabnerok — He Gonee £ 5 %

2720 tablets —NMT £ 10 % /
2/20 tabnetok — He 6onee + 10 %

4 | Dissolution / PacTBopenue

96 %, 96 %, 95%, 96%, 95%, 95 %

5 | Water / Boaa

3.5%

Not less than 75 % (Q) of labeled amount of
Ci3H2N>OsS nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) ot
HomHHanbHOro coaepxanus Ci3H2N>OsS
(Humecymun) yepes 45 MHH.

Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

I pumeuanne: [Iponykt cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axauyenne: OJJOBPEHO

Jarta: 31.03.2022

Jlata: 31.03.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: ITposepeno: Himesh Kumar OnobpeHo: Menemxep / PykoBOAUTED
Naresh Kumar & oy Pavan Kumar shgrma

— (_ - "’-..:’:PH:F.T-
Print Date / Print Date / Print Date /

Jara: 31.03.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product Nise tablets 100 mg
IIpoayxTt Haiiz®, tabnerkn 100 mr
Batch No / : V2200605 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O61bem cepun 25,00,000 tabneTok
Analytical Report No / : 890001582167 Date of Analysis / : 31.03.2022
AHaJuTH4ecKuil oTueT Ne Jara ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npon3soacrea T'onen po (BKT)
Analysis performed according to ND / Ananus nposeaen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Iloka3aTenn

| Result / PesyabTaThl |

Specification / Hopma

6 Related substances / PoacTBeHHble mpuMecH

Impurity A / IIpumecs A
Impurity B / Ilpumecs B
Impurity C/ Ilpumecs C
Impurity D / TIpumecs D
Impurity E / [Tpumecs E
Impurity F / IIpumece F

Any unknown individual
impurity / ExpnnyHas

0.02%
Not Detected
Not Detected
Not Detected
Not Detected

HenpeHTudUUMpyemas
MpHMECh
Total impurities / Cymma 0.02%
NpHUMecei
2.6

Less than LOQ (LOQ: 0.0057%)

Less Than LOQ (LOQ: 0.0143%)

7 | Uniformity of dosage units /
OoHOPOAHOCTH JO3HPOBAHMS

NMT 0.20 % / He Gonee 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 6osnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

| Acceptance value (AV) should be not more
than 15.0 / IToka3arens npuemneMoctu (AV)
nomkeH ObrTe He Gonee 15,0

8 |Microbial limits / MukpoGHoIornyecKasi YHCTOTA

a) Total aerobic microbial
count / Obuiee yuciIo

a3po6HBIX MUKPOOPTaHU3MOB

Menee 10 KOE/r

Less than 10 CFU/g/

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

[ rpubos

b) Total combined yeasts and
mould count / Ob1ee uucno
JPOMOKEBEIX H TUIECHEBBIX

Menee 10 KOE/r

Less than 10 CFU/g/

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

|'

Remarks : The Product conforms to ND /
IIpumeyanue: I1podyKT cooTBeTCTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara: 31.03.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToprotosneHo: ITposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoautens
Naresh Kumar @ Pavan Kumar;sharma

Print Date / Print Date / Print Date /

Hara: 31.03.2022

Hara: 31.03.2022

Fegictorod Officoi 8 2 337, Road No. 3, Donjara |lills, llyderabad 500024, Telangsria, liidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise tablets 100 mg
Ilpoaykr  : Haiis®, tabnerku 100 mr
Batch No / : V2200605 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001582167 Date of Analysis / : 31.03.2022
AHaJIUTHYECKHIT 0TYeT No Hdarta anaansa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTa npon3BoJacTBa T'open o (BK)
Analysis performed according to ND / Ananus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne T__ Test / IToka3aTeas [ Result / PesyabTaTsl ~ Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g /
OrtcyTcTBYET JomxHsl oTCcyTCTBOBaTH B 1 T
9 Assay/Ko.rmqec'EseHHoe 99.6 mg/99.6 Mr |Not less than 90.0 mg and not more than
| ompeenenne 110.0 mg Ci3H2N20sS Nimesulide in tablet /

Or 90,0mr mo 110,0mMr C;3H;p2N-OsS
(HuMecynun) B TabneTke

10 |Package/ YnaxoBka 10 tablets in PVC/aluminum blister. 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. / Ho 10 rtabnerok B|carton. / Ilo 10 Tabnérox B IIBX /
IBX/anromunuer om 6aucrepe. 1o 3 | amomuunesom 6nuctepe. Ilo 1, 2, 3 i 10
6aucTepa BMECTE ¢ MHCTPYKLMEH MO | 6aucTepoB  BMecTe ¢ MHCTPYKLHMEH MO

NPUMEHEHUIO B MTAYKY KAPTOHHYIO. | IPUMEHEHHIO B [1aYKY KapTOHHYIO. [
11 |Labeling / Mapxupogka Complies as prescribed / According to ND / o
CootBeTcTBYeT TpebopaHUsM B cootsercTBuM ¢ H/]
12 Storage conditions / Store protected from light below 25°C / B 3amuiieHHoM OT CBeTa MeCTe MpH
XpaHenne TeMmrepartype He Boiie 25°C

13 | Shelf life / Cpox rogHocTH 3 years /3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumewanue: ITponykT coorBeTcTBYyeT TpeboBanusm HJ 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosnexo: IIposepero: Himesh Kumar Onobpeno: Menemxep / PykoBonurens
Naresh Kumar & ‘ — Pavan Kumar sharma

— "-_;,J"//_’\_} & '.'i e
Print Date / Print Date / Print Date /
JlaTta: 31.03.2022 Hata: 31.03.2022 Jara: 31.03.2022
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