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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 1 of 4 / Crp. 1 n3 4

Product : Nise tablets 100 mg

Mpogyrr  : Haiia®, tabnerxn 100 mr

Batch No / : V2300596 Batch Quantity / s 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 Tabnetox
Analytical Report No / : 040001805562 Date of Analysis / ¢ 10.04.2023
AHanurruecknii oryer Ne Jata anauauza

Date of Manufacture / 2 Mar-2023 Date of Expiry / : Feb-2026

Jara npounsBoacTsa Tozen xo (Bxa)

Analysis performed according to ND / Anasnus nposexes no HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 or 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 or
28.09.2022)

Ne | Test / IlokasaTenn ____Result/ PesyabTaThl i Specification / Hopma -

1 |Description / Onucauue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ xenToBaThiM
OTTEHKOM KpYrible  OBOSKOBBITYKIIbIE

| TabNeTKHU € r1aKO MOBEPXHOCTBIO.
2 | Identification / | Complies / Coorsercryer The retention time of principal peak in tl'_IC]

| MoauunocTs chromatogram of test solution should
correspond to retention time of principal peak
in Nimesulide standard solution
chromatogram under Assay / Bpewms
YEPXKUBAHHS ~ OCHOBHOTO MMKa  Ha
XpOMarorpaMMe  HCIBITYEMOIO  pPacTBOpa
JIOJDKHO COOTBETCTBOBATE BpEMEHHU
YOEP)KHBAHUS  OCHOBHOTO nMKa  Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAApTHOrG
06pasua HHMECYHAa (paznen
«KoniyecTBeHHOE OnpeeeHUe))

3 |Average weight and mass 308.3 mg/308.3 mr 310 mg+5.0% /310 Mmr£5,0%
31::;(:01“:3“/0(;: :ﬁ::‘;:acca Complies / CoorBetcTBYyeET 18/20 tablets —NMT £ 5 % /
P 18/20 Tabnetok — He Gonee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Ttabnerox — He 6onee = 10 %

4 | Dissolution / PacTrBopenne 95 %, 97 %, 96 %, 96 %, 95 %, 95%, |Not less than 75 % (Q) of labeled amount of
C13H,>N-0sS8 nimesulide is dissolved in 45

L minutes / He meuee 75 % (Q) ot

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipameuanue: MpoayxT coorsercTeyer Tpebosanugm HIT 3akmouenne: OJJOEPEHO
Prepared by / ' Checked by / Approved by: Manager / Executive /
IMoarorosneHo: ITpoBepeHo: Onobpeno: Menenxep / Pykosomurens
Naresh Kumar éb:, Rajeev Gandhi Manoj Kumar x m

~
Reprint Date / Reprint Date / Reprint Date /
Jara: 10,04.2023 Jata: 10.04.2023 Hara; 10.04.2023

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
CEPTUOUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product + Nisc tablets 100 mg
Mpogykr  : Haiiz®, Tabnetku 100 mr

Batch No / 1 V2300596 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepiu 5000000 Tabnerok
Analytical Report No / » 040001805562 Date of Analysis / : 10.04.2023
AHaJuTHYCCKHUIT 0THeT Ne JiaTa aHanu3a

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026

MaTa mpousBogcTBa logen no (Bxa)

Analysis performed according to ND / Auaans nposeaen no HA: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

Ne Test / Hoxazarens ~ Result/ PesyabTaTh — gg;ciﬁcatior_l/ Hopma e
HomuHaneHoro cogepxxains C3H[aN-OsS
(Humecynun) yepes 45 MUH.

5 |Water/Boaa = 2.9 % wiw |Not more than 6.0 % w/w / He 6onee 6,0%

6 | Related substances / PoscTBenubie npumecu

Impurity A / Tlpuwmecs A Below LOD (LOD = 0.0019%) / Hike
npeaesa obuapyxenus (T10 = 0.0019)

NMT 0.20 % / He 6onee 0,20 %

Impurity B / Ilpumecs B NMT 0.20 % / He 6onee 0,20 %
0.03%

ity C/ Il 209 0,209
Impunty pumeck C Not detected / e o6tapysea NMT 0.20 % / He Gonee 0,20 %

7 0, 0,
Impurity D / TlpuMecs D Below LOD (LOD = 0.0049%) / NMT 0.20 % / He 6onee 0,20 %

Hwxe npenena obuapyxenus (I10 =

0.0049%)
Impurity E / Ipumecs E Below LOD (LOD = 0.0062%)/  [NMT 0.20 % / He 6onee 0,20 %
Huxe npeaena o6Hapyxenns (110 =
Impurity F / I'lpumecs F 0.0062%) NMT 0.20 % / He 6onee 0,20 %

Below LOD (LOD = 0.0045%) / Huxe
rpenena obHapyxenus ([10 =
0.0045%)

Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Ennsanunan
Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanne: [Tpoaykr coorsercTByeT Tpebopanuam H]J 3aknouerne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ToarorosieHo: [posepero: Onobpeto: Menemxep / PykoBoauTens
Naresh Kumar @; Rajeev Gandhi Q/ Manoj Kumar @_&
<~ - { L
Reprint Date / Reprint Date / Reprint Date /
Jara: 10.04.2023 Jlara: 10.04.2023 Jara: 10.04.2023

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

CEPTUOUKAT AHAJNIU3A
Page3 of4 /Crp.3uz 4

Product Nise tablets 100 mg
MpoayxT Haiiz®, tabnerxu 100 mr
Batch No / 1 V2300596 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabaetox
Analytical Report No / ¢ 040001805562 Date of Analysis / : 10.04.2023
AnandThueckuii oTder Ne Jara aHaan3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JaTa npon3BOJACTBA Togen Ao (BKJ)

Analysis performed according to ND / Ananu3s nposegen no H/I: ITN0Q12824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

onpegesicHUe

28.09.2022)
Ne Test / TlokxasaTens Result/ PesyabTarsl Specification / Hopma
HenaeHTUPHLUMpYemas 0.02%
NpHMech
Total impurities / Cymma 0.05 % NMT 1.5 % / He Gonee 1,5 %
fpUMecei
~ 7 | Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more |
OaHOopOAHOCTE JO3HPOBAHMS ‘than 15.0 / Tloka3aTens npremMaeMocTH (AV)
Jlopken 6bITh He Gonee 15,0
8 | Microbial limits* / MuxpoGnoaoruueckas YncToTa* & j
| a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiuee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HbIX MUKPOOPranu3MoB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OBwee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOHOKEBBIX M MJIECHEBBIX
rpubos
) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyrcrByer B IT JlomkHbl OTCYTCTBOBATE B 1 T
9 |Assay/ Konnuecrsennoe 99.0 mg /99.0 Mr Not less than 90.0 mg and not more than

110.0 mg C;3H;aN20:S Nimesulide in tablet/
Or 900mr pmo 110,0mr C):H;aN.0s8
(aamecynun) e Tabnerke

Remarks: The Product conforms to ND /
Ilpumeuanue: [IponykT cooTreTCTBYET TpeboBanusaM HI[

Conclusion: APPROVED /
3axmouyenune: OJJOGPEHO

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

Ioarorosneno: - IIpoepeHo: Opnobpeno: Menemxep / PykoBoaurens

Naresh Kumar /L'; Rajeev Gandhi Manoj Kumar i ! <_ﬂ
.—'-"""

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.04.2023 Hara: 10.04.2023 Jata: 10.04.2023

Registered Office. B<2-337, Ruad Nu. 3, Banjaia Hills, Hydeabad = 500034, Telangaita, hulia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS '

CEPTUDHUKAT AHAJTU3A
Paged4 of 4/ Crp. 4 u3 4

Product Nise tablets 100 mg
ITpoayxr Haiia®, Tabnerku 100 mr
Batch No / 1 V2300596 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepuu 5000000 Tabaerok
Analytical Report No / : 040001805562 Date of Analysis / : 10.04.2023
AnanuTudeckuii oTyer Ne JlaTa anaausa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npoM3BOACTBA I'ogen ao (BxJ)
Analysis performed according to ND / Anann3 nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot
28.09.2022)

Test / IlokazaTennb
Package / YnaxoBka

Result / Pe3ynbTaThl
10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / I[lo 10 Tabnetok B
INBX/amomyvHueBom 6Gnuctepe. [lo 2
GaMcrepa BMECTE C WHCTPYKUMEH Mo
TIPUMEHEHHIO B MAYKy KapTOHHY!O.

Specification / Hopma

10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaﬂct ina
IBX /
amomuunesom Bincrepe. o 1, 2, 3 nan 10
HHCTPYKUMEHR 10

carton. / Ilo 10 Tabnerok B

6nucrepoB  BMECTE C
NPHMEHEHHUIO B MayKy KAPTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CootsercTRyeT TpeGoBaHHAM

According to ND /
B coorserctauu ¢ HJ{

12 |Storage conditions /
XpaHenne

Store protected from light below 25°C / B 3amyiieHHOM OT CBETa MECTE NPH

1EMuEpalype He senue 25°C

13 | Shelf life / Cpox roauocTu

3 years/ 3 rona

&

*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.
* AHanui 00 nokazatento «Mukpobuosorudeckas 4YMCTOTa» NPOBOAMTCS MPOHM3IBORAMTENEM TIIPU BBLIMTYCKE MEPHOANUECKH
(c wHTEpBanoM OfHO McnbITanMe Ha 20 cepuii unu He meHee 1 pasa B ron). [lokasaTens MoxeT GbiTh He BiuiodeH B Ceprudukar

aHanusa QUpMBI.

Remarks: The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTcTBYeET TpeboBaHusm HJT

Conclusion: APPROVED /
3axmoyenne: OJIOBPEHO

Jlara: 10.04.2023

Jlara: 10.04.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneno: A ITposepeno: Onobpeno: Menemxep / Pyicoso,umenb
Naresh Kumar 0"( Rajeev Gandhi 7 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.04.2023

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: L85195AP1384PLC004507
www.drreddys.com




