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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIH3A
Page 1 of4/ Crp. 1 u3 4

Produet Nise tablets 100 mg
IpoaYkT Haiiz®, Tadnerku 100 mr
Batch No / 1 V2300614 Batch Quantity / : 5000000 tablets /
CepH s Ne Oo0bem cepuu 5000000Tadaerok
Analytical Report No / : 890001656109 Date of Analysis / ¢ 12.04.2023
AHaJTHTHYecKHUH oTUeT Ne JlaTa aHanu3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa Npou3BoACTBA Tonen o (Bk.A)

Analysis performed according to ND / Ananus nposeaen no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Nel or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / u3m. Ne 3 o1

28.09.2022)
Ne ‘ Test / [ToxazaTean |
1 |Description / Onucanmne

Result / PesyabTaTst
Complies / CooTBercTBYET

[ Specification / Hopma

| Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ KenToBaTHIM
OTTEHKOM KpYTJible ABOSIKOBBIITYKIIbIE TabJeTKH
C IJIAAKOM MOBEPXHOCTHIO.

2 Identification /
HoanuuHOCTL

Complies / CooTBeTcTBYyeET

3 | Average weight and mass
uniformity / Cpeanss macca
1 OAHOPOAHOCTH MACChI

310.7 mg/310.7 mr

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

nMKa Ha  XpOMarorpaMMe  HCMBITYEMOro
pacTBOpa JOJKHO COOTBETCTBOBAaTH BpeMeHH
yaepKUBaHUS OCHOBHOTO n1Ka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHOApTHOTO
obpa3ua HUMeECYIHa (paznmen

«KonnuecTBEHHOE OIpeAEIeHUEY)

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

18/20 tablets —NMT £ 5 %/
18/20 Tabnetox — He Honee £ 5 %

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

4 | Dissolution / PacrBopenue

95 %, 95 %, 98 %, 98 %, 95 %,
98 %,

Not less than 75 % (Q) of labeled amount of
C13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHoro copepxkanus Ci3Hj2N-OsS
(HuMecynun) yepes 45 MUH.

Remarks : The Product conforms to ND /
ITpumeuanue: [TponykT coorBeTcTBYET TpeboBanusm H]

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToprorgeneno: Pawan

Kuma
e

Checked by /
[IposepeHo: Nare? Kumar
t,

(S
P

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

Manoj Kumar
@w&

Reprint Date /12.04.2023
Hara:

Reprint Date /12.04.2023
Jlara:

Reprint Date /12.04.2023
Jara:
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CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2of4 / Crp.2 uz 4

Prodiuct Nise tablets 100 mg
IpoAykT Haiiz®, Tabnetku 100 mr
BatchNo / 1 V2300614 Batch Quantity / : 5000000 tablets /
Cepsa Ne Oo0bem cepun 5000000TadneTok
AnalYtical Report No / : 890001656109 Date of Analysis / : 12.04.2023
AnaJsuiTndecknii oruer Ne JlaTa anaau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JaTa npousBoacrea I'oaen 1o (BKJT)
Analysis performed according to ND / Anann3 nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 ot
28.09.2022)

______Specification / Hopma

Result / PesyabTaTst B S : ] )
Not more than 6.0 % w/w / He 6onee 6,0 %

2.9%

Ne __ Test / l'ltgcam'ren_b
5 | Water/Boaa

XN

|Related substances / PoacTeenHble npumecH

Impurity A / Tipumecs A | Below LOD (LOD = 0.0019%) /
| Huxe npenena o6uapysxenus (ITO =

| . 0.0019)
Impurity B / Ilpumecs B 0.03%

Not detected / He 0OHapyxena
Below LOD (LOD = 0.0049%) /

Huxe npenena obHapyxenus (11O =
0.0049)

NMT 0.20 % / He 6onee 0.20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osnee 0.20 %
NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C
Impurity D / [Ipumecs D

Impurity E / Tlpumecs E NMT 0.20 % / He 6onee 0,20 %

Not detected / He o6HapyxeHa

Impurity F / pumecs F Below LOD (LOD = 0.0045%) /| NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obuapyxenus (I10 =
0.0045)
Any unknown individual . NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas 0.02%
HenaeHTHULUpyeMast
NpHMeCh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %

npumeceit

Conclusion : APPROVED /
3axawouenne: OJIOBPEHO

Remarks : The Product conforms to ND /
IIpumevanne: [IpoaykT coorBercTByeT TpeGopanusiv HJI

-

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: Pawan ITpoeepeno: Naresh Kumar OnobpeHo: MeHemxep / PykoBoauTtens
Kum y Manoj Kumar ,

(% Vool

Reprint Date /12.04.2023
Jara:

Reprint Date /12.04.2023
Jara:

Reprint Date /12.04.2023
Jara:

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
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page 3 of 4/ Crp.3 nu3z 4
Prod et Nise tablets 100 mg
IpoAyxT Haiiz®, tadnerku 100 mr
BatchNo / 1 V2300614 Batch Quantity / : 5000000 tablets /
Cepran Ne Odbem cepun 5000000Tadnerok
AnalYtical Report No / : 890001656109 Date of Analysis / : 12.04.2023
AnaJiitnuecknit oTyer Ne JlaTa aHaju3a
Date of Manufacture/ : Mar-2023 Date of Expiry / : Feb-2026
JlaTa IpoH3BOACTBA Togen no (BK)
Analysis performed according to ND / Ananns nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. N1 o1 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020., amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
Ne Test / [ToxazaTenn Result / Pe3yabTaThbi _Specification / Hopma

7 | Uniformity of dosage units /

OxHOpPOAHOCTH J03HPOBAHUS

3.6

than 15.0 / Ilokazarens npuemneMocTH (AV)
| moymxen 6bITh He Gonee 15,0

| Acceptance value (AV) should be not more %

a) Total aerobic microbial
count / OGuiee yneno
| a’pOOHBIX MHKPOOPraHU3MOB

8 |Microbial limits* / Mukpo6uonornyeckas yncrora*

Not A]Splicaﬁa

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

b) Total combined yeasts and
mould count / Obwiee yucno
JIPONGKEBBIX U ITJIECHEBBIX
rpubos

Not Applicable

¢) E. coli

Not Applicable

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

'Shall be absent in 1g/
‘I_IOJ'DKHH OTCYTCTBOBATh B 1 T

9 |Assay/ KoaunyecTBenHoe
onpejeieHne

100.3 mg/100.3 mr

|Not less than 90.0 mg and not more than
110.0 mg Cj3H;>N-OsS Nimesulide in tablet /
Or 90,0 Mr - ao 110,0 Mr C13H2N-OsS
| (Humecynuz) B TabneTke |

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

10 |Package/ Ynakoska 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet | blisters and patient information leaflet in a|
in a carton. / Tlo 10 Ta6nerok B|carton. / Ilo 10 Tabnerox B IIBX /
[NBX/amomunuerom dnucrepe. [To 3 | amomunueBom 6mmctepe. o 1, 2, 3 wmn 10|
GaucTepa BMECTE C MHCTPYKilHeii Mo | 61McTepoB  BMecTe C  MHCTpyKLueh no|
NPUMEHEHUIO B MAYKY KAPTOHHYIO. | IPUMEHEHHIO B MauKy KapTOHHYIO. |
11 |Labeling / MapknpoBka Complies as prescribed / According to ND /

Remarks : The Product conforms to ND /
IIpumeuanne: [Iponykr cooTBercTBYeT TpedoBaHUsM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

Togrorosneno; Pawan
Kumgj
\ _\ g

(s

Checked by /
IIpoeepeno: Naresh Kumar

—

Approved by: Manager / Executive /
OnobpeHo: Menemxep / PykoBoauTens
Manoj Kumar

s

Reprint Date /12.04.2023
Hara:

Reprint Date /12.04.2023
Jara:

Reprint Date /12.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Paged4of4/ Crp.4u3 4

Product Nise tablets 100 mg
IMpoaykT Haiiz®, tadnerku 100 mr
Batch No / 1 V2300614 Batch Quantity / : 5000000 tablets /
Cepns Ne O0nem cepun 5000000TadneTok
Analytical Report No / : 890001656109 Date of Analysis / : 12.04.2023
AHaJuTHYeCKHH oTyeT No Jata ana/nu3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jara npoussoacTaa I'onen ao (BKI1)
Analysis performed according to ND / Ananns nposenen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

CooTBeTcTByeT TpeOOBaHHAM

i B cootBercTBuu ¢ HJI

12 | Storage conditions /
| Xpanenne

Store protected from light below 25°C / B 3amumeHHOM OT CBETa MECTE MNpH
TemmnepaType He Bbiie 25°C

13 | Shelf life / Cpox roanocTH

3 years / 3 roza

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at Ieast once per
year). The test can be absent in the Certificate of Analysis.
* Ampanus Mo mnokasaremo «Mukpobuonorudyeckass 4MCTOTa» MPOBOAMTCSA MPOU3BOAUTENEM TMPH BBINYCKE MEPHOIHYECKH
(c uHTEpBaIOM O[HO McrbITaHWe Ha 20 cepuii uau He medee 1 pasa B roa). [Tokasaresnb MoxeT ObITh He BKNOUeH B CepTHdUKAT

aHanu3a GUpMBbIL.

Remarks : The Product conforms to ND /
Ipumeuanue: [IponykT cooTBeTcTBYET TpedoBanusM HJI

Conclusion : APPROVED /
3axawouenue: OJJOBPEHO

Prepared by /
IMoarorosiaexHo: Pawan

Checked by /
[TpoBepeno: Naresh Kumar

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

Kum é Manoj Kumar ) g 2
p‘] /‘l o

Reprint Date /12.04.2023 Reprint Date /12.04.2023 Reprint Date /12.04.2023

Jara: Jara: JHara:

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
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