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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 1 of4/Crp.1uz 4

Product : Nise tablets 100 mg

[poayxr  : Haiin®, tabnetku 100 Mr

Batch No / 1 V2301829 Batch Quantity / : 5000000 tablets /
Cepusi Ne O61bem cepHu 5000000Tabnetok
Analytical Report No / : 040002119551 Date of Analysis / : 20.09.2023
AHanuTHYECKMIE oTueT No Jara anaanza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

Jdata npoussoacTsa Togen ao (BKI)

Analysis performed according to ND / Auanus nposexen no HJI: I 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne Test / ITokasaTesb Result / PesysasTaThbl _ Specification / Hopma
1 |Description / Onncanne Complies / CooTBETCTBYET ' Yellowish white round biconvex tablets with

| smooth surface. / Belbie ¢ )ENTOBATHIM OTTEHKOM
KpYTJIble JBOSKOBBINMYKIIEIE TabNETKH ¢ Tnanakoi

MOBEPXHOCTBIO.
2  |Identification / Complies / CoOoTBETCTBYET The retention time of principal peak in the
MopnunHOCTH chromatogram of test solution should correspond

to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemst ymepXHBaHHs OCHOBHOIO TMHMKa Ha
XpOMaTOrpaMMe HCIIBITYEeMOT0 PacTBOpa HOJDKHO
COOTBETCTBOBATH BpPEMEHH yAEpKHBaHUA
OCHOBHOIO IHMKa Ha XpOMaTorpaMMe pacTBopa
craHgapTHOro ofpasua Humecynuia (pasaen
«KonuuecTBEHHOE ONpeIe/IeHHE)

| 3 |Average weight and mass - 311.4mg/311.4 mr 310 mg £5.0% /310 Mr+5,0%
T:)lf(:;)m(l)ty“/off:i:*;t::acca Complies / CooTBETCTBYET 18/20 tablets —-NMT + 5 % /
AHOPOA 18/20 Tabnerok — He Gonee £ 5 %

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

4 | Dissolution / PacTBopeHue 99 %, 99 %, 98 %, 96 %, 98 %, 98 % | Not less than 75 % (Q) of labeled amount of
C13H2N-05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaJILHOTO
conepkanusa Ci3H2N2OsS (Humecynua) yepes

45 MHuH. |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIpoxykr cooTBeTcTBYET TpedoBanusm HIT 3axmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toxrorosnexo: Santosh IMposepeHo: Pardeep Kumar Opo6peno: Menekep / PykoBOMHTEb
Kumar maurya g j Manoj Kumar

i = ,___._-/
Reprint Date / Reprint Date / Reprint Date /
Hata: 21.11.2023 Hara: 21.11.2023 Hata: 21.11.2023

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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CERTIFICATE OF ANALYSIS

CEPTH®HMKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product Nise tablets 100 mg

Mpoayxr Haiis®, Tabnerxku 100 Mr

Batch No / 1 V2301829 Batch Quantity / : 5000000 tablets /
Cepua Ne O0bem ceplii 5000000TabneTox
Analytical Report No / : 040002119551 Date of Analysis / : 20.09.2023
AHanuTuyecknii oTueT Ne Jlara anaau3sa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

JlaTa OpoH3BOACTBA Tomen no (BK.T)

Analysis performed according to ND / Ananus nposenen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
Ne Test / [lokasaTens Result / PesyabTaThl | Specification / Hopma
5 | Water/ Boaa 31 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PojgcTBenubie npuvecH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity D / ITpumecs D

Impurity E / ITpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EnuHU4Has
HeuaeHTuuUMpyemas
MPHMECH

| Total impurities / Cymma

Impurity C/ Ilpumecs C

Below LOQ (LOQ = 0.0057%) /

Hinke mpeiesia KOMU4ECTBEHHOTO

onpenenenus (ITKO = 0.0057%)
0.02%

Not detected / He obHapyxeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npepena obHapyxenus (110 =

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 Gonee 0,20 %

0.0049%)
Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

0.02%

0.04%

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
Ipumeuanue: [TponykT cooTBeTcTBYeT Tpedosannam HJL

Conclusion : APPROVED /
Zaxmouenne;: OJJOBPEHO

Prepared by /
[TogrorosieHo: Santosh

Kumar maurya Q‘V
=

Checked by /
MposepeHo: Pardeep Kumar
A

= =

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTenb
Manoj Kumar

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Iara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

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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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJII3A

Page3 of4/Crp.3u3 4

Product Nise tablets 100 mg

Hpoaykr Hait3®, Tabnerku 100 mr

Batch No / : V2301829 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepun 5000000TabreTok
Analytical Report No / : 040002119551 Date of Analysis / : 20.09.2023

| AHaUTHYeCKH# 0TYeT Ne JlaTa aHanu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

JlaTa mpou3BoACTBA Topen ao (BiK.1)

Analysis performed according to ND / Auanus nposesen no HJI: II N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / vzm. Ne 3 ot

O)I(HOpO)Z[HOCTb AO3HpOBaHUus

28.09.2022)
N | Test / IlokasaTenb Result / PesyabTaThbl Specification / HopM—_a
npuMecei
7 | Uniformity of dosage units / 2.7 Acceptance value (AV) should be not more than

15.0 / TTokazatesns npueMnemMocTH (AV) HOIDKEH
6bITE He 6oiee 15,0

8 | Microbial limits* / MukpoGuosioriseckas uucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee 4UCIIo He 6o0see 1000 KOE/r
a5pOOHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obuiee qucno He 6onee 100 KOE/r

: IPOMOKEBBIX U TIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/

JlomKHEl OTCYTCTBOBATE B 1 T

9 | Assay/ KouudecrBennoe
ompeneJieHHe

99.7 mg/ 99.7 mr

: Not less than 90.0 mg and not more than 110.0 mg |

C13H12N>0sS  Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3HiaN20OsS|
(numecynun) B TabneTke

10 :Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[BX/amomuuuesoM Gnucrepe. Ilo 2
6aucTepa BMECTe C MHCTPYKLHeEH 1Mo
NpPYMEHEHHUIO B NTAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10|
blisters and patient information leaflet in a carton.
/ To 10 Ttabnerox B IIBX / amoMHHHEBOM
6nuctepe. Io 1, 2, 3 vwu 10 65McTepoB BMeECTE C
MHCTPYKUHMEH 1O TNPUMEHEHHIO B  Madky
KapTOHHYIO.

Remarks : The Product conforms to ND /
ITpumeuanue: [IpoaykT cooTeercTyeT Tpedosanuam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
TToarorosineno: Santosh

Kumar maurya @\;

Checked by /
[TpoBepeno: Pardeep Kumar

=L -

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBoauTejis
Manoj Kumar }“"‘d’

Reprint Date /
Jlara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

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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CERTIFICATE OF ANALYSIS

CEPTHOUMKAT AHAJTH3A
Page40of4/Crp.4 uz 4

Product : Nise tablets 100 mg
Mponyxt  : Haiis®, Tabnetkn 100 Mr
Batch No / : V2301829 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / + 040002119551 Date of Analysis / : 20.09.2023
AHaJUTHYECKHI oTueT Ne JlaTa anaausa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa mpoH3BOACTEA Togen a0 (BK)
Analysis performed according to ND / Ananus nposegen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022

11 |Labeling / MapkupoBka Complies as prescribed / According to ND / ]
CoOoTBeTCTBYET TPEOOBAHUAM B cooreercreun ¢ HI
12 |Storage conditions / Store protected from light below 25°C / B 3ammileHHOM OT CBETa MECTE MpH
XpaHenue Temneparype He Boie 25°C
13 | Shelf life / Cpok roaHocTH 3 years / 3 roga 1

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.

* Ajanm3 T0 nokasareto «MMKpOOGHONOTHYECKas UYHCTOTa» MPOBOMMTCH TMPOM3BOAMTENEM MNPH BBIMYCKE IEPUONMHCCKH
(c mHTepBaNOM OJHO HCnbITaHKE Ha 20 cepHil WM He MeHee 1 pasa B rox). Iokazarens moxet GbiTh He Bkmoye B Ceprudukar
adanu3a GHpMbL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

APIX manufacturer batch number / NMS/13070684, NMS/13070686

Homep cepuu npoussoauteis ADC:

FP Manufacturer API Batch number /

Homep cepun cyberanmnn nponssoautens IJID: FEQAC0S7S, EEQAC0SEY

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoantens APC, crpana: Aapru Jlpars JIta., Mnnus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumedanue: [IpoayKT COOTBETCTBYET TPEDOBAHNAM HI 3akmodyenue: ONMOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioxrorosneno: Santosh [MTpoBepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBoJuTens
Kumar maurya % I Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.11.2023 Hara: 21.11.2023 Jata: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



