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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 1 of4/ Crp. 1 n3 4

Product Nise tablets 100 mg
[IpoaykT Hait3®, tabsetku 100 mr
Batch No / 1 V2300609 Batch Quantity / : 5000000 tablets /
Cepusi N O6bem cepuu 5000000TadneTok
Analytical Report No / : 890001661817 Date of Analysis / : 12.05.2023
AHaJIHTHYECKHI oTueT Ne JlaTa aHaJiu3a
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA I'oaen ao (BKA)

Analysis performed according to ND / Auanns nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

28.09.2022)
Ne [ Test/Iokasatens ____Result/ Pesyaprarhs ___ Specification/Hopma
1 | Description/ Onucaunue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / benble ¢ XXeNTOBATHIM
OTTEHKOM KpYIJible ABOSKOBBINYKIbIE TabNeTKN
C TNaAKOM MOBEPXHOCTHIO.

| 2 | Identification / Complies / CooTBercTByeT The retention time of principal peak in the
| | IToAJIMHHOCThH chromatogram  of test solution should
correspond to retention time of principal peak in
i Nimesulide standard solution chromatogram
| | under Assay / Bpems ynep>xuBaHHs OCHOBHOTO
[ = | NUKa Ha  XpAMATOrpamMe  MCIbITYeMOro |
[ | pacTBopa JOMKHO COOTBETCTBOBATh BPEMEHH |
YIAEPKUBAHNSA OCHOBHOTO MHKa Ha
XpoMaTorpamme  pacTBOpa  CTaHAApTHOrO
[ obpasia HHUMecCyHaa (pazmen
«KonMyecTBeHHOE OnpeeieHUE»)
3 | Average weight and mass 308.6 mg/308.6 mr 310 mg+£5.0% /310 Mmr+ 5,0 %
:;I:f(:_:;)mlty / Cpepnsts macca Complies / CooTBercTBYyET 18/20 tablets —NMT £ 5 %/
AHOPOAHOCTL MACCHI 18/20 Tabnerok — He 6onee = 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %
4 |Dissolution / PacTBopeHue 99 %, 97 %, 97 %, 98 %, 98 %, Not less than 75 % (Q) of labeled amount of
99 %, C13H>N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmuHaneHoro cogepkanusa Ci3Hi2N2OsS
(amMecynun) yepes 45 MUH.

Remarks : The Product conforms to ND /
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
Zaknwyenue: OJJOBPEHO

Prepared by /
IToxrorosneno; Ramakant

Checked by /
ITpoepeno: Pardeep Kumar

-

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosonurens
Manoj Kumar :

Reprint Date /12.05.2023
Hara;

Reprint Date /12.05.2023
[ara:

Reprint Date /12.05.2023
JlaTa:

Registered OHice: B-2-337, Road No 3, Ranjara Hills, Hyderahad - 5000144, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0OC4507
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CERTIFICATE OF ANALYSIS

5 Water / Bopa

2.5%

CEPTUDPUKAT AHAJIM3A
Page 2 of 4/ Ctp. 2 u3 4
Product Nise tablets 100 mg
IMpoaykT Haii3®, tabnerku 100 mr
Batch No / 1 V2300609 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 5000000TabneTok
Analytical Report No / : 890001661817 Date of Analysis / : 12.05.2023
AHaquTHYecKHnii oTyeT Ne Jara ananu3za
Date of Manufacture / + Apr-2023 Date of Expiry / : Mar-2026
JlaTa npoussoacTaa I'ogen a0 (BKT)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTeb Result / PesyabraThl | Specification / Hopma

| Not more than 6.0 % w/w / He 6oﬁee_6,0 %

6 |Related substances / PoacTBeHHble mpumMecH

Impurity A / ITpumech A
Impurity B / Ilpumecs B
Impurity C / ITpumecs C

Impurity D / Ilpumecs D

Impurity E / ITpumecs E

0.0019)
0.02%

0.0049)

Below LOD (LOD = 0.0019%) /
Hwxe npenena odHapyxeHus (I10 =

Not detected / He oOHapyxeHa

Below LOD (LOD = 0.0049%) /
Hwxe npenena obuapyxenus (I10 =

Not detected / He o6HapyxeHa

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 %

Impurity F / TIpumecs F Below LOD (LOD = 0.0045%) /
Hwxe npenena obuapyxenus (I10 =

0.0045)
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Enunu4nas .
HenaeHTHOULHUpYeMast 0.02%
npUMech
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMece

7 | Uniformity of dosage units / 1.0 Acceptance value (AV) should be not more

Remarks : The Product conforms to ND /
IMpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Ramakant

i

Checked by /
[IposepeHo: Pardeep Kumar

S

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

Manoj Kumar P

Reprint Date /12.05.2023
Jlara:

Reprint Date /12.05.2023
Harta:

Reprint Date /12.05.2023
Jlara:

Registored OH

ire: 8-7-357, Road Nn 3, Ranjara Hills, Hyderahad - 500034, Telangana, Tndia
lef: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Page3 of4/ Crp.3 uz 4

Product : Nise tablets 100 mg
[Mpoaykr  : Hai3®, tadaerku 100 mr
Batch No / 1 V2300609 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tadnerok
Analytical Report No / : 890001661817 Date of Analysis / : 12.05.2023
AHaJnTHYecKnii oTyer Ne JlaTa anaausza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA I'oaen ao (BxJ)
Analysis performed according to ND / Anasnns nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / uam. Ne 3 ot
28.09.2022)

Ne Test / [loxazaTean Result / PesynbTaThl _ Specification / Hopma

iOJlHOpOIlHOCTb J03UPOBAHHS ' than 15.0 / TToxasatens npueMHeMocru_(AVj

| flomkeH ObITh He Gonee 15,0
|

8 ‘Microbial limits* / MuxpoGuonornyeckas uncrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
‘ count / O6wee yucio He 6onee 1000 KOE/r
a3pO6HBIX MHKPOOPraHW3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / OBiuee uucno He Goniee 100 KOE/r
APONOKEBBIX W TJIECHEBBIX ' ’
rpubos
¢) E. coli NA Shall be absent in 1g/
| JIO/OKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KoauuecTBeHHOe 99.3 mg/99.3 mMr Not less than 90.0 mg and not more than
omnpeaegeHue 110.0 mg C;3H;2N>0sS Nimesulide in tablet /|

Or 90,0mr mo 110,0mMr Ci3H;2N2OsS
(HuMecynua) B TabneTke

10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Ta6netok B|carton. / Ilo 10 Tabmerox B IIBX /
[IBX/amomunueBoM 6auctepe. Ilo 3 | amomunueBom Gnwmcrepe. Ilo 1, 2, 3 unn 10
GIMCTEpa BMECTE ¢ MHCTPYKIMeil 10 | GIIMCTEpOB  BMECTe C  MHCTpYKLMeH Mo

TNPUMEHCHHIO B MAa4YKY KapTOHHYIO. NPUMEHEHHIO B MMAYKY KapTOHHYO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBAHUAM B cooteerctuu ¢ HIL
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [1pogykT cooTBeTcTBYET TpeboBanusam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroeneno: Ramakant [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PyKUBO,I[HTQJ'I{I:-,
f Manoj Kumar
et N J
Reprint Date /12.05.2023 Reprint Date /12.05.2023 Reprint Date /12.05.2023
Hara: Hara: JHara:
Registered Oflice: B-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: L85195AP1934PLC0O04507
www.drreddys.com




D QQ .o Dr. Reddy's Laboratories Ltd.
) ™) . .
Formulation Unit-6
r. Reddy S N Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page 4 of 4/ Ctp. 4 u3 4

Product ¢ Nise tablets 100 mg
Mpoayktr  : Haiiz®, Tabnetkun 100 mr
Batch No / : V2300609 Batch Quantity / : 5000000 tablets /
Cepusa Ne O0bem cepuu 5000000TabneTox
Analytical Report No / : 890001661817 Date of Analysis / : 12.05.2023
AHANHTHYECKHIT oTueT No Jlara ananu3a
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026
JlaTa npon3BOACTBA T'oxen 1o (BKJT)

Analysis performed according to ND / Ananu3s nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / u3m. Ne 3 ot

28.09.2022)

12 | Storage conditions / Store protected from light below 25°C / B 3amuiuieHHOM OT CBETa MeCTe IpH
Xpanenne TeMnepatype He Bbiuie 25°C

13 | Shelf life / Cpox roaHocTn 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.
* AHanuz Mo nokasaremo «MUKpOGHONOrHYeCcKas YKUCTOTa» MPOBOJUTCA MNPOM3BOAMTENIEM TNpPH BBIMYCKE TNEPHOAUYECKH
(c MHTEpBANOM OIHO MCTbITaHWe Ha 20 cepuil Wil He Meuee 1 pasa B roj). ITokasaTenb MOXeET ObITh HE BK/IIOUEH B Ceptuduxar

ananusa GUpMBl.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: IpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3akmwoyenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[onrororneno: Ramakant ITpoepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBonnTeinb

@Q/ ﬁ Manoj Kumar M
Reprint Date /12.05.2023 Reprint Date /12.05.2023 Reprint Date /12.05.2023
Jlara: Hara: Hara:

Reglstared Ofice: 5-2-337, Road No. 3, Barjara Hils, Ayderabad - 00034, Telangana, ndia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




