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CERTIFICATE OF ANALYSIS

1 | Description / Onucanue

2 | Identification /
INoanuHHOCTH
|
|
|

Complies / CooTBeTCTBYET

Complies / CooTBETCTBYET

CEPTH®UKAT AHAJIN3A
Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg
Npoaykr Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2202495 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 040001702899 Date of Analysis / : 08.12.2022
AHAJTHTHYECKHIi 0TYeT No Jara anannsa
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
/laTa npoM3BOACTBA T'oaen ao (Bk)
Analysis performed according to ND / Ananu3s nposenen no H/I: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
L Ne Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ XenTOBaThIM
OTTEHKOM KpYTJIble JIBOSIKOBBIMYKJIbIE
TabJIETKH C MIafKOH MOBEPXHOCTHIO.

The retention time of principal _pea_k in the
chromatogram of test solution should
correspond to retention time of principal peak

in Nimesulide standard solution
chromatogram under Assay / Bpewms
yAEp)KUBaHUS OCHOBHOTO nHKa Ha
XpoMarorpaMMe  MCIBITYEMOTO  pacTBOpa
NOJKHO COOTBETCTBOBATH BpeMEHH
yASpKUBAHUA OCHOBHOTO NHKa Ha
XpoMmarorpaMMe  pacTBopa  CTaHIapTHOTO
obpasia HUMECYnHIa (pazmen

«KonnuecTBeHHOE OnpeneneHne)

3 Average weight and mass
| uniformity / Cpeanssi macca
H 0HOPOJHOCTb MACChI

310.2mg/310.2 mr

4 ‘ Dissolution / PacTBopenue

| 99 %, 99 %, 98 %, 97 %, 96 %, 99 %,

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

18/20 tablets —NMT £ 5 % /
18/20 Tabnetok — He bojiee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 TabneTok — He 6onee = 10 %

Not less than 75 % (Q) of labeled amount of
C3H2N-OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot |

Remarks: The Product conforms to ND /
IIpumeuyanue: ITponykr cooteTcTBYET TpeboBannsaM HJ{

Conclusion: APPROVED /
3akniouenne: OJJIOBPEHO

Hara: 08.12.2022

Hara: 08.12.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: @ IIpoeepeHo: / __, | Onobpeno: Mexemkep / PyKoBOIUTENb
Naresh Kumar < Hlmesh%' Manoj Kumar @‘y_@.)
Reprint Date / Reprint Date / Reprint Date /

Jara: 08.12.2022

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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CERTIFICATE OF ANALYSIS

Jlara npou3BoACTBA

|T'omen mo (BKJ)

CEPTUOUKAT AHAJIU3A
Page 2 of 4/ Crp. 2 uz 4

Product Nise tablets 100 mg - '
Ipoayxr Hali3®, Tabnetkn 100 mr
Batch No / 1 V2202495 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepuu 5000000 rtabnerok
Analytical Report No / : 040001702899 Date of Analysis / : 08.12.2022
AHaJAUTHYECKHIT oTUeT Ne JlaTa aHanu3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025

28.09.2022)

Analysis performed according to ND / Auanus nposeaen no HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

Ne ' Test / [lokazaTenn

Result / PesynbraTsl

Specification / ﬁ_op!ﬂ?l
HoMuHanbHOro comepxanns Ci3Hp2N2OsS
(uuMecynun) yepes 45 MuH.

5 ' Water / Boaa

2.4% wiw

6 | Related substances / PoncTeennbie npuMecH

Not more than 6.0 % w/w / He 6onee 6,0 % o

Impurity A / Ilpumecs A

Impurity B / ITpumecs B

Impurity C / Hpumece C

Impurity D / TTpumece D

Impurty E / ITpumece E

Impurity F / ITpumecs F

| Any unknown individual
| impurity / Eauauynas

| HeuaeHTHOHULHpYEeMas

i IpHMech

Below LOQ (LOQ = 0.0057 %) /
Huxe npenena KOMUHECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.01%

Not detected / He obHapyxena

Below LOD (LOD = 0.0049%) /
Huske npenena obHapysxenns (I10 =
0.0049%)

Below LOD (LOD = 0.0062%) /
Hwxe npenena o6Hapyxenus (I10 =
0.0062%)

Not detected / He oOHapyxeHa

0.02 %

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 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /

Tpumeyanne: [IpoaykT coorsercTByeT TpebosanusM HJ

Conclusion: APPROVED /
Zakmouenne: OJJIOBPEHO

Jlara: 08.12.2022

Jlata: 08.12.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotosneHo: [TposepeHo: | Onobpeno: Menemkep / PykoBoauress
Naresh Kumar [M Himesh Kumar - C’Manoj Kumar \  f {
Reprint Date / Reprint Date / Reprint Date /

Jara: 08.12.2022

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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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page3 of 4/ Crp.3 n3 4
[Product : Nise tablets 100 mg
INpoaykr . Haiiz®, tadnerxu 100 mr
Batch No / 1 V2202495 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepun 5000000 Tadnerok
Analytical Report No / : 040001702899 Date of Analysis / : 08.12.2022
AHaquTHUYeCKHI oTueT Ne JlaTa ananu3za
Date of Manufacture / : Nov-2022 Date of Expiry / 1 Oct-2025
Jdara npou3goacrTea Togen a0 (BK)
Analysis performed according to ND / Ananus nposeaen no HJ: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 oT
28.09.2022)
No Test / IlokaszaTenn | Result / Pe3yabTaThbl Speciﬁcaﬁon_ / Hopma
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 2.6 Acceptance value (AV) should be not more

OLlHOPOLlHOCTb A03UpPOBAHMA

nosmkeH 6u1Th He Oonee 15,0

8 | Microbial limits* / Muxpo6uoJornueckas Yucrora®

a) Total aerobic microbial Not Applicable
count / Obuiee ynucio
a3po0HbIX MUKPOOPIaHU3MOB

'b) Total combined yeasts and | Not Applicable
mould count / O6iee uncno |
. [PO}OKEBBIX U TMIIECHEBBIX

Not more than 1000 CFU/_g/
He Gonee 1000 KOE/r

than 15.0 / TToka3arens npHeMieMocTH (AV)

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

| Shall be absent in 1g /
JloKHBL OTCYTCTBOBAThE B 1 T

rprboB
¢) E. coli ~ Not Applicable

9 | Assay/ KonuuectBennoe [ 100.4 mg / 100.4 mr
ompeneseHHe

Not less than 90.0 mg and not more than |
110.0 mg Ci3H;2N-0sS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr Ci3H2N-OsS

(uumecynun) B Tabnerke

Remarks: The Product conforms to ND /
Ilpumeuanue: [TponyKT cooTseTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBneHo: ( [posepeHo: — ,Onobpeno: Menemxkep / PykoBoantesb
Naresh Kumar L( Himesh KW# Manoj Kumar \n J

U 'h_ fLLL
Reprint Date / Reprint Date / Reprint Date /
Jarta: 08.12.2022 Jata: 08.12.2022 JlaTa: 08.12.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Page 4 of 4/ Crp.4 u3 4

Product Nise tablets 100 mg
| poayxr Haiiz®, tabnetku 100 mr
Batch No / 1 V2202495 Batch Quantity / : 5000000 tablets /
Cepun Ne O6bem cepun 5000000 tabnerox
Analytical Report No / : 040001702899 Date of Analysis / : 08.12.2022
AHanuTH4YecKWii oTueT No Jlara ananusa
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
JaTa npou3BoACTBa [Togen mo (BrT)
Analysis performed according to ND / Ananus nposeaes no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
yam, Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

Ne | Test / IloxasaTens Result/ Pesyabratel |  Specification / Hopma -

10 | Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or

blisters and patient information leaflet
| in a carton. / Ilo 10 Tabnerok B
I [BX/antomuHueBoM Oaucrtepe. [lo 2

10 blisters and patient information leaflet in a
|carton. / Tlo 10 Tabnerox B IIBX /
anromuHueBom 6mucrepe. ITo 1, 2, 3 wau 10|

| GnMcTepa BMeECTE C MHCTpYKUMeil o |6IMcTepoB BMeCTe C  MHCTPYKUMeH 1o
i NPUMEHEHUIO B NAUKy KAPTOHHYIO. NPUMEHEHHIO B MAa4Ky KapTOHHYIO.
| 11 |Labeling/ Map;ui)omca ; Complies as prescribed / According to ND / -
CooTBeTCTBYET TpeOOBAHUAM B cootBercTeru ¢ HJ
12 Storage conditions / Store protected from light below 25°C / B 3awmMmenHoM OT CBeTa MecTe npu:
XpaHennue Temneparype He Bblme 25°C
" 13 |Shelflife / Cpok roxsocth 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.
* Aganm3 Mo mokasaTesnro «MuKpoBHomordueckast 4UCTOTa» TPOBOAMTCA NOPOM3BOJUTENEM TMpPH BBIMYCKE MCPUOANHECKH
(c MHTepBasioM OIHO HcMbiTaHKe Ha 20 cepuit umy He MeHee 1 pasa B ron). [okasarens moxer 6n1ThL He BKtoueH B CepTHdHKaT

aHanH3a QUPMBI.

Remarks: The Product conforms to ND /

Ipumeuanne: ITponykr coorseTcTByeT Tpebosanusm HJI

Conclusion: APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
TloaroroeneHo:
Naresh Kumar

b

Checked by /
ITpoepeHo:

Kumar | ]

Himesh K

Approved by: Manager / Executive /
Onob6peno: Menemxep / PykoBoautenb
Manoj Kumar ok

el

Reprint Date /
JTara: 08.12.2022

Reprint Date /
Jata: 08.12.2022

Reprint Date /
Jara: 08.12.2022

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



