Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.coi);lage 1of3/Crp.1u33

Product Nise tablets 100 mg
Hpoaykr Haii3®, Tabnerku 100 mr
Batch No / : V2200809 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabnetox
Analytical Report No / : 890001587937 Date of Analysis / : 30.04.2022
AHanuTHYeCKHii oTueT Ne Jara aHanuza
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JaTta npon3Boacrea Toxen xo (BK.T)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTenn

Result / PesyabTaThl

Specification / Hopma

1 |Description / Onucanue

Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ KenTOBaThHIM
OTTEHKOM KpYTJIBIE ABOSKOBBIMTYKNBIE TAONETKH
C IJ1aIkoO# NOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTL

Complies / CooTBeTcTBYET

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:KuBaHHA OCHOBHOI'O

MMKa Ha XPOMAaTorpaMMe  HCHBITYEMOTro
pacTBopa JO/KHO COOTBETCTBOBATH BPEMEHH
yIAEPKUBAHUS OCHOBHOTO MyKa Ha
| XpoMaTrorpaMMe  pacTeOopa  CTaHAApTHOTO
| o6pazua HHUMeCyuaa

(pazmen I

«KonuuecTeeHHOE onpeneneﬂue»)

3 | Average weight and mass

U OJHOPOAHOCTH MACCHI

uniformity / Cpeanss macca

309.0 mg/309.0 Mr

Complies / CooTBeTCcTBYET

310 mg+£5.0% /310 mMr+5,0%

18/20 tablets —NMT £ 5 % /
18/20 TabneTok — He bonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 tabnerok — He Gonee = 10 %

4 |Dissolution / PacTtBopenue

98 %, 98 %, 99%, 97%, 97%, 98%

Not less than 75 % (Q) of labeled amount of
Ci13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro copepxanus Ci3Hi2N2OsS
(HumMecynun) yepes 45 MUH.

5 i Water / Boaa

27%

6 | Related substances / PoacTBeHHbIe NDKMeECH

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

Remarks : The Product conforms to ND /
ITpumeuanne: IIponykt coorBercTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axiarwuenue: OJIOBPEHO

Prepared by /
IMoxarorosiyieHo: Ankit

Checked by /
[poepeno: Himesh Kumar

d’f?;

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoaurens
Pawan Kumar

- =

(B
Print Date /

Jlara: 30.04.2022

Print Date /
Hata: 30.04.2022

Print Date /
Jata 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product Nise tablets 100 mg

Ilpoaykrt Haiiz®, Tabnerku 100 mMr

Batch No / 1 V2200809 Batch Quantity / : 25,00,000 tablets /
Cepusi No O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001587937 Date of Analysis / : 30.04.2022
AHaJIUTHYeCKHH oTYeT No Jlara ananausa

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

JaTa npon3poacTsa T'ogen o (BK)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IokasaTens Result / Pe3y.ana_Tbl_ Speciﬁcatﬂm
3 0, 0,
Impurity A / TIpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
.Impurity B/ anMeCL B Less than LOQ (LOQ:0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TIpumecs E Less than LOQ (L0OQ:0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Tpumecs F Not Detected NMT 0.20 % / He 6oree 0,20 %
Any unknown individual 0.03% |NMT 0.20 % / He 6onee 0,20 %
impurity / Eapnngnas |
HeWaeHTHbULHpYyeMast
npuMech
Total impurities / Cymma 0.06% |NMT 1.5 % / He 6onee 1,5 %
npumecei |
7 | Uniformity of dosage units / 25 Acceptance value (AV) should be not more
OaHOPOAHOCTH J03UPOBAHUS than 15.0 / Iloka3zarens nmpuemyieMocTHd (AV)
JloypkeH ObITE He 6onee 15,0
8 | Microbial limits / MuxpoGuosornueckas UHcTOTa .
Not more than 1000 CFU/g /

a) Total aerobic microbial
count / Obiiee 4ucio
a3p06HBIX MUKPOOPTaHU3MOB

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

He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6uee yncno

JAPOXIKEBBIX U INICCHEBLIX
1'pudos

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

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

Remarks : The Product conforms to ND /
IIpumeuanue: [Ipoxykt cooTBeTCcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by /
ITonroroeneno: Ankit

(A

Checked by /
IIpoepeno: Himesh Kumar

o I

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoaurens
Pawan Kumar

Print Date /
Jara: 30.04.2022

Print Date /
Hata: 30.04.2022

Print Date /
Jlata 30.04.2022

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P.,, 173 205, INDIA
CEPTU®UKAT AHAJINU3A Tel : +91 98166 56001-02
www.drreddys.coipage 30f3/Crp.3m33

[Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerxu 100 mr
Batch No / : V2200809 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepumn 25,00,000 Tabnertox
Analytical Report No / : 890001587937 Date of Analysis / : 30.04.2022
AuanuTnyeckmii oTyer Ne JlaTra ananu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jlara npousBoacTea TI'ogen no (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne [ ~ Test / Tlokazaresb
¢) E. coli

Res u_ltTPe3y.n bTATEI

Specification / Hopma |

Absent /
OTcyTCcTBYET

Shall be absent in 1g/
JIOMmKHB! OTCYTCTBORBATh B 1 T

9 | Assay/ KosuyecTBenHoe
onpeaeneHue

|
|
B |

10 |Package / YnakoBka

99.8mg / 99.8mr

Not less than 90.0 mg and not more than
110.0 mg C,3H;2N>OsS Nimesulide in tablet /
Or 900mr gmo 110,0mr Ci3H;pN2OsS
(Humecynua) B Tabnerke |

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnetox B
IBX/amomunues oM 6auctepe. 1o 3

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomunueBoM Gmucrepe. ITo 1, 2, 3 win 10

11 ‘ Labeling / MapkupoBka

, 6aKcTepa BMecTe ¢ MHCTPYKLHMeH Mo | 61ucTepoB  BMecTe C  HHCTPYKUMEH HO
| NPHMEHEHUIO B MAUKY KAPTOHHYK). | IPUMEHEHHIO B MMaYKy KapTOHHYHO.
|

Complies as prescribed / According to ND /

CooteeTcTBYyeT TpeOOBaHUAM

B coorBercTrBuu ¢ H/J

12 |Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3amMiueHHOM OT CBeTa MecTe npu

TeMreparype He Beiuie 25°C

13 | Shelf life / Cpok rognocTu

3 years / 3 rona

Remarks : The Product conforms to ND /
ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by /
ITomrorosneno: Ankit

Checked by /
[Tposepeno: Himesh Kumar

) -

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBopurens
Pawan Kumar

Print Date /

Hara: 30.04.2022

Print Date /
Jarta: 30.04.2022

Print Date /
Hara 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2800, Faa. +31 40 4200 2399, Cmail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




