Dr.Reddy’s ‘%.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDPUKAT AHAJIU3A Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166,56001-
www.drreddvs.]fggwe Fo¥3 /crp. 1w 3
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnetrku 100 mr
Batch No / 1 V2200882 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6Bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001590933 Date of Analysis / : 18.05.2022
AHanuTHyecKHif oTueT Ne JlaTta aHanu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa npou3BoACTBA T'omen po (BxT)
Analysis performed according to ND / Auanus 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 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloka3zaTein

Result / PesyasTaTsl

Specification / Hopma

1 |Description / Onucanue

Complies / CooTBeTcTBYyET

2 Identification /
I IMognuuHOCTEL

Complies / CEOTBGTCTByeT

Yellowish white round biconvex tablets with
smooth surface. / DBejple ¢ KenTOBATHIM
OTTEHKOM KpYTJible IBOSAKOBBIMYKblE TAOIETKH
C IJIaIKOHM MOBEPXHOCTBIO.

| 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 ynepxHBaHHs OCHOBHOTO

nuka Ha  XpPOMAaTorpaMMe  UCIIBITYEMOTro
pacTBOpa HOMKHO COOTBETCTBOBATH BpPEMEHH
YAEPKUBaHHS OCHOBHOTO THKa Ha
XpOMarorpaMme  pacTBOpa  CTaHAAPTHOrO
obpazua HUMECYTUA (pazmen

«KomnuuecTrenHoe onpeneneHues)

3 | Average weight and mass

| H OAHOPOAHOCTBb MACCHI

4 |Dissolution / PacrBopenne

uniformity / Cpeanss macca

308.0 mg/308.0 mr

Complies / CoorBeTcTBYyeT

310 mg£5.0% /310 mMr+5,0%
|

18/20 tablets —-NMT £ 5 %/
18/20 tabnerok — He 6oyee £ 5 %

2/20 tablets — NMT £ 10 %/
2/20 Tabnerok — He Goyiee = 10 %

97 %, 97 %, 98%, 96%, 96%, 96%

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) ot
HoMmuHaneHOro coaepxanus Ci3H;»N.OsS
(anmecynun) yepes 45 MUH.

5 Water / Boga

27%

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

Remarks : The Product conforms to ND /
Ilpumeuanue: IIpoaykT cooTseTcTBYeT TpeboBaHmsM HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by /
IoarorosineHo:

Checked by /
IIpoBepeno: Ramakant

Ll

Approved by: Manager / Executive /
Onob6peno: Menemxep / Pykooaurens

Amit Kumar P
A=

1

Ankit
(A
Print Date /

Hata: 18.05.2022

Print Date /
Harta: 18.05.2022

Print Date /
Jara 18.05.2022

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: L85195AP18841PLCO01507
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Dr. Reddy's Laboratories Ltd.
Formulatior Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalzgarh Road, Baddi,

CEPTHO®HUKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 QSlGGISHGOU

-0,
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Product : Nise tablets 100 mg

Ipoxyxr : Haiiz®, Tabaerku 100 mr

Batch No / : V2200882 Batch Quantity / + 25,00,000 tablets /
Cepus No O6bem cepun 25,00,000 tabneTtok
Analytical Report No / : 890001590933 Date of Analysis / : 18.05.2022
AHanuTH4yeckunii oTyer Ne Jlata ananusa

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

JaTa npon3BoacTsa T'oaen o (B)

Analysis performed according to ND / Anasnu3s nposeagen mo HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
usm. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

~Ne B T—e_s_t/ IlokazaTens | Result / Pe3yabTaThl | Specification / Hopma
6 | Related substances / Poacrseunble npuvecu - - -
Impurity A / Ilpumecs A [ 0.01% NMT 0.20 % / He 6onee 0,20 % [
Impurity B / Ilpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / [Ipumecs 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 / [Tpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
| Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHu4Has |
HeuaeHTHHIMpyeman
rpuMech
Total impurities / Cymma 0.07% |NMT 1.5 % / He 6omnee 1,5 %
npumeceit
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more
OpaHopoaHOCThL J03HPOBAHHUS than 15.0 / IlokazaTens npuemneMocTH (AV)
JomxeH ObiTh He Gosee 15,0

8 Microbial limits / MukpoGuoaoruyeckast 4ucToTa

count / Obuiee ynucno Menee 10 KOE/r
' a3pOOHBIX MHKPOOPraHH3MOB |
|

a) Total aerobic microbial ‘ Less than 10 CFU/g/

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

Remarks : The Product conforms to ND /
Ipumeuanue: [Iponykt cooTBeTcTBYET TpeboBanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: [Ipoeepeno: Ramakant Opnobpeno: Menemxep / PykoBoaurens
Ankit — ; ! Amit Kumar g

Print Date / Print Date / Print Date /

Hara: 18.05.2022 Hara: 18.05.2022 Hara 18.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 5600 —OfZ
www.drreddys Fage 3 01 3/Crp.3 u3 3
Product Nise tablets 100 mg
IlpoaykTt Haiiz®, Tabnerku 100 mr
Batch No / 1 V2200882 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oobbem cepuu 25,00,000 tabnetok
Analytical Report No / : 890001590933 Date of Analysis / : 18.05.2022
AHanuTHYecKHii oTyeT Ne Jara anaauza
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa npousBojacTBa Togen xo (BKJ)
Analysis performed according to ND / Ananns nposeaen no HJ: 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 / uzm. Ne 2 ot 10.08.2020)

No Test / [lokasaTenn

b) Total combined yeasts and
mould count / O6inee yucio
JPONOKEBBIX H TJIECHEBEIX
rpubos

¢) E. coli

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

Result / Pe3yabrarnl
Less than 10 CFU/g/
Menee 10 KOE/r

Absent /
OrcyTtcrByeT

99.8mg / 99.8mr

Shall be absent in 1g/
JomxHse! oTcyTcTBOBaTH B 1 T

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N>Os5S Nimesulide in tablet /
Or 900mr gmo 110,0mr C;3H;2N-OsS
(HuMecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmerok B I[IBX /
amomMuHueBoM Oaucrepe. Ilo 1, 2, 3 umu 10

9 | Assay/KoauuyecrseHHoe
onpeaeleHue

10 |Package/ Ynakosxa

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IIBX/amomunues om Ginucrepe. [o 3

Gnucrepa BMECTE C MHCTPYKLMEH 10 | GAMCTEpOB  BMECTE ¢  MHCTPYKUMEH 1o
TPHMEHEHHIO B Ma4Ky KApTOHHYIO. | IPUMEHEHHIO B YKy KaPTOHHYIO.
11 | Labeling/ Map;cupomca Complies as prescribed / According to ND / '

CootBeTcTByeT TpeGOBaHHAM l B coorBercTeuu ¢ HJ|

Store protected from light below 25°C / B samuueHHOM OT cBeTa MecTe Mpu
Temrneparype He Boiiie 25°C

12 |Storage conditions /
Xpanenue

3 years / 3 rona

‘ Shelf life / Cpox rogHocTH

Conclusion : APPROVED /
3axawdyenue: OJJOBPEHO

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoayxT coorBeTcTBYET TpeboBaHusm HJT

Prepared by / Checked by / Approved by: Manager / Executive /
IoaroroeneHo: [Tposepeno: Ramakant Onobpeno: Menemxep / PykoBogurens
Ankit ]

(A

Amit Kumar
o=

Print Date /
Jara: 18.05.2022

Print Date /
Jarta: 18.05.2022

Print Date /
Hara 18.05.2022

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