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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Page 1 of3 /Crp. 1133

[Product : Nise tablets 100 mg
[Mpoayxr  : Hais®, tabnetku 100 mr
Batch No / 1 V2201771 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Obnem cepun 25,00,000 TabneTok
Analytical Report No / : 890001613107 Date of Analysis / : 09.09.2022 |
AHaJINTHYeCKHI oTyeT No JlaTta ananu3za
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jara nponssoacrea |Topen no (Br)

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

Specification / Hop_ma: B

| Ne Test / Ilokasatess | Result / PesynbTaTsl

1] DEscription / Onucanne

' Complies / CoorBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XenToBaTbiM
OTTEHKOM KpYIJible ABOSIKOBBINYK/bIE TablIeTKH ‘
C I1aJIKOH NOBEPXHOCTHIO.

2 Identification /
IMoaanuHoOCTL

Complies / CoorBerctyer

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»HBaHHS OCHOBHOTO
NWka Ha  XpOMaTOrpaMMe  HCIILITYEMOIo
pacTBopa JO/KHO COOTBETCTBOBATbH BPEMEHH
yAEpKUBAHUS OCHOBHOTO nM1ka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApPTHOrO
obpazua HUMeCYyuaa (paznen
«KonuuecTBeHHOE OnpeaeyieHHeE»)

3 | Average weight and mass 309.6 mg/309.6 mr
uniformity / Cpeanas macca
H OJHOPOAHOCTH MACCHI

Complies / CootBeTcTBYET

310 mg+5.0% /310 Mmr+5,0%

18/20 tablets = NMT £+ 5 % /
18/20 Tabnetok — He Gonee = 5 %

2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He Gonee £ 10 %

4 Dissolution / PacTteopenne 98%, 98 %, 96%, 97%, 97%, 95%

Not less than 75 % (Q) of labeled amount of
Ci3H12N20sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHabHOrO conepxkanus C3H2N-OsS
(Humecynna) uepes 45 MuH.

5 Water / Boaa

35%

Not more than 6.0 % w/w / He 6osee 6,0 %

Remarks : The Product conforms toND/
Ipumeuanue: ITponyxT coorsercTryer TpeGosanusm HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Ranjeet

Checked by /
IlposepeHo: Ank[aLVe.mla

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBojures

Manoj Kumar . \_\)Z.L
frfes

Print Date /
Hara: 09.09.2022

Print Date /
Hara: : 09.09.2022

Print Date /
Jara : 09.09.2022

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2352, Email: mail@drreddys.corm
CIN: L85195AP1984PLCO0C4507

www.drreddys.com
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Jlara npousBoacrea

Product Nise tablets 100 mg

Mpoaykr Hali3z®, tabnerku 100 mr

Batch No / V2201771 Batch Quantity / : 25,00,000 tablets /

Cepus Ne Oobem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001613107 Date of Analysis / : 09.09.2022 ]
AHaJUTHUYECKNIi oTyeT No Jara ananusa

Date of Manufacture / 1 AUG.2022 Date of Expiry / . JUL.2025

|T'ogen mo (BKuT)

Analysis performed according to ND / Auanus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /

n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 or 10.08.2020)

N | Test / [ToxazaTenn

| Result / PesynibTaThl

| Speciﬁcatia/ qu_ngi

6 |Related substances / PoacTeennvie npumecn

Impurity A / ITpumecs A

NMT 0.20 % / He 6onee 0,20 %

OﬂHOPO)IHOCTb AO3HPpOBAHUSN

Not Detected

I

‘lmpunty B/ Ilpumecs B 0.01% NMT 0.20 % / He Gonee 0,20 %
{ Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
‘Impurity D/ Ipumecsy D Not Detected NMT 0.20 % / He Gonee 0,20 %
Tmpurity E / Tlpumecs E Less than LOQ (LOQ: 0.0186%) 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 Gonee 0,20 %
impurity / Exunuunas

HeWAEeHTHGULUpYEMas

npUMech

Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 | Uniformity of dosage units / 25 Acceptance value (AV) should be not more

| JoJkeH ObiTh He Gonee 15,0

0 ‘

Microbial limits / MuxpoGHorornyeckas Y4ucToTa

count / Obuiee yucno

a) Total aerobic microbial

a3po6m>lx MHUKPOOPraHU3MOB

05 CFU/g /
05 KOE/r

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

Remarks : The Product conforms to ND /
IIpumeuanne: [IpofyKT coOTBETCTBYET TpebosanmsM HJ|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 09.09.2022

Hata: : 09.09.2022

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

Honrmosneﬁamjeet ITposepeno: Ankaj Verma Onobpeno: Menemkep / Pykgoantens
Manoj Kumar /

Print Date / Print Date / Print Date /

Hara : 09.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2949, Email: maill@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

than 15.0 / INokazarens npuemnemoctu (AV)
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Product Nise tablets 100 mg

MpoaywT Haiis, Tabnerku 100 mr

Batch No / 1 V2201771 Batch Quantity / 1 25,00,000 tablets /

Cepusa Ne |Odbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001613107 Date of Analysis / : 09.09.2022 ]
AHaJIUTHYECKHIT 0TYeT No JlaTa anaausza

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

Jata npouseoacrsa |Toaen mo (Bxu1)

Analysis performed according to ND / Anaaus nposenen no HJI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

|' Ne Test / [Toxazarens

Result / PesyabTaTht

Specitﬂliqn_/ qu_rna_

b) Total combined yeasts and
mould count / O6uiee uucno
JAPOXOKEBBIX U TINECHEBBIX
rpuboB

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

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

¢) E. coli

Absent /
OtcyrcrByer

Shall be absent in 1g/
JomxHbr oTcyTcTBOBaTL B 1 1

9 | Assay/KoauuecrseHHoe
onpeieneHue

98.9 mg/98.9 mr

|OT

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N-OsS Nimesulide in tablet /
90,0 mr mo 110,0 mr C;3HpN-OsS
(uumecynun) B TabneTke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
[ blisters and patient information leaflet
in a carton. / ITo 10 Tabnetok B
[1BX/antomMuuues om Gauctepe. IMo 2

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B TIBX /
amoMuHueBoM Ginctepe. ITo 1, 2, 3 uau 10

fmicTepa BMeCTe ¢ MHCTPYKLMEH 110 | GIMCTEPOB  BMECTe C  MHCTPYKLMEH 10
NPUMEHEHHIO B 1a4Ky KapPTOHHYIO. | IPUMEHEHHIO B MAYKy KAPTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND / o

CootsercTBYyeT TpeGoBaHHAM

B cootBercTBHU ¢ H]|

12 | Storage conditions /

XpaneHue

| TeMniepaType He Bbllie 25°C

Store protected from light below 25°C / B 3aiumeHHOM OT CBeTa MecTe npmi

Shelf life / Cpok roanoctn

3 years/ 3 rona

Remarks : The Product conforms to ND /
IMpumeuanune: [Tpoaykr coorBeTcTBYET TPEGOBAHUAM HAO

Conclusion : APPROVED /
3akiwuenne: OOBPEHO

Prepared by /
Ionrorosneno: Ranjeet

Checked by /
IIposepeno: Ankaj Verma

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosonurens

-~ Manoj Kumar 3 ]
Print Date / Print Date / Print Date /
Hara: 09.09.2022 Jara: : 09.09.2022 Jata : 09.09.2022
Magistarad Office: 8-2-3237, Moad e %, Banjara Hills, Hyderahard 500024, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 29499, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O0O4507
www.drraddys.com




