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CERTIFICATE OF ANALYSIS *

1| Description / Onncanune
|

Complies / CooTBeTcTBYET

CEPTUDPUKAT AHAJIN3A
Pagelof4/ Crp.1u34
Product : Nise tablets 100 mg
Hpoaykr : Haiiz®, tabnetku 100 Mr
Batch No / 1 V2300605 Batch Quantity / : 5000000 tablets /
Cepun Ne Oo6nem cepun 5000000Tabnetox
Analytical Report No / : 890001656636 Date of Analysis / : 14.04.2023
AHaanTHyeckuii oTyet Ne Jata ananu3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JaTa npousBoacTea I'ogen ao (Bku)
Analysis performed according to ND / Anaaus nposeaen no HJI: I1N012824/03-140119 (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)
N | Test / TlokazaTean Result / PesyabTaThbl  Specification / Hopma ]

Yellowish white round biconvex tablets with
smooth surface. / bBeible € XEITOBATHIM
OTTEHKOM KPYTJIble ABOSIKOBBIMYKJIbIE TabneTKu
C I1aIKO# MOBEPXHOCTHIO.

2 Identification /
IMognuHHOCTH

Complies / CooTBeTcTBYET

H OJHOPOAHOCTDb MACChI

3 | Average weight and mass
uniformity / Cpeanss Macca

309.0 mg/309.0 mr

1310 mg+5.0% /310 Mr+ 5,0 %

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 / Bpemst yaep>KUBaHHS OCHOBHOTO
NMKa Ha XpoOMaTorpaMMe  HCIIBITYEMOTro
pacTBOpa MHOJDKHO COOTBETCTBOBATH BPEMEHH

YAEP)KUBaHHSA OCHOBHOTO MHUKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAapTHOro
obpa3zua HUMECYIUaa (paznen

|
«KonuuectsenHoe onpeneneﬂue»)

18/20 tablets —-NMT +5 %/
18/20 TtabneTok — He 6onee = 5 %

2/20 tablets - NMT + 10 % /
2/20 tabnetox — He 6onee + 10 %

4 |Dissolution / PacrBopenue 98 %, 96 %, 97 %, 97 %, 96 %,

97 %,

Not less than 75 % (Q) of labeled amount of
Ci3H12N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaneHoro coaepxanus Ci3H|2N2OsS
(Humecynua) yepes 45 MUH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanne: IIpoaykT cooTBeTCcTBYET TpeboBanusM HJ| 3akmouenne: OJOBPEHO

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

IToprorosneso: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoanTes
M r _ Manoj Kumar \\ m

Reprint Date /14.04.2023 Reprint Date /14.04.2023 Reprint Date /14.04.2023

Hara: Jlara: Jlara:
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CIN: L85195AP1584PLC004507
www.drreddys.com



Dr.Reddy’s ‘,’:’0

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®DIKAT AHAJI3A

Page 2 of 4 / Crp. 2 n3 4

Jara npoussoacrea

Product Nise tablets 100 mg

Ipoaykr Haliz®. tabnerkn 100 mr

Batch No / 1 V2300605 Batch Quantity / : 5000000 tablets /
Cepuist Ne OobBem cepuu 5000000TabneTok
Analytical Report No / 1 890001656636 Date of Analysis / : 14.04.2023
AHannTHYecKHii oTueT No Jlara ananusza

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

I'open go (Bxa)

Analysis performed according to ND / Auaaus nposeaen no HJI: I1 N012824/03-140119 (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 / usm. Ne 3 ot

l

28.09.2022)
Ne | Test / IlokazaTenn | Result / PesyabtaTsl | _ Specification / Hopma ]
5 | Water /Boaa 2.8% Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / Popcrsennbie npumecn

Impurity A / Ilpumecs A
Impurity B / Ipumecs B 0(;)8;?/2
Impurity C / Ilpumecs C
Impurity D / lTpumecs D
0.0049)
Impurity E / [pumecs E

Below LOD (LOD = 0.0019%) /
Husxe npenena obuapyskenus (IO =

Not detected / He oGHapyxeHa

Below LOD (LOD = 0.0049%) /
Hmxe npenena o6Hapyxenns (I10 =

Not detected / He 06HapysxeHa

NMT 0.20 % / He Gonee 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%) / | NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6Hapyxenus (IO =

0.0045)
Any unknown individual NMT 0.20 % / He 6osee 0,20 %
impurity / Enunnunas .
HEUAECHTHOHULUpYeMas 0.02%
NpUMEChH
Total impurities / Cymma 0.04 % NMT 1.5 %/ He 6onee 1,5 %
npuMmecen

7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more

Remarks : The Product conforms to ND /
Ipumeuanne: ITponykt cootBeTcTBYET TpeGoBanusam HI

Conclusion : APPROVED /
3akmouenne: OIOBPEHO

Prepared by / Checked by /
IHoarorosneno: Ramakant Ilposepeno: Pardeep Kumar

Bobod |

Approved by: Manager / Executive /
Onobpero: Menemxep / PyKOBo;[HTenb
Manoj Kumar et

Reprint Date /14.04.2023 Reprint Date /14.04.2023
Hara: Hara:

Reprint Date /14.04.2023
Jlara:

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: L85195AP1584PLC004507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 3 of 4 / Ctp. 3 u3 4
Product Nise tablets 100 mg
Hpoaykr Haiiz®, tabnerxu 100 mr
Batch No / : V2300605 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepum 5000000TabneTox
Analytical Report No / : 890001656636 Date of Analysis / ¢ 14.04.2023 1
AHAJNTHYECKHI OTYeT N Jlara anaauza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Hara npousBoacTea - I'onen go (BiJ)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / u3zm. Ne 3 ot
28.09.2022)
Ne Test / TlokazaTenn Result / PesynsTars _ Specification / Hopma
OaHopoaHOCTL 03UPOBaHUS than 15.0 / INToka3atens npuemnemoctu (AV)
JI0JbKeH ObITh He Gonee 15,0
| 8 |Microbial limits* / Mukpobuonoerireckan yncrora®
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ob1nee uucio He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTraHW3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / OB1uee yucio He 6onee 100 KOE/r
JPOXIKEBBIX U MIECHEBBIX
rpubos
¢) E. coli Not Applicable Shall be absent in 1g/ ]
JIO/KHB]I OTCYTCTBOBATE B 1 T
9 |Assay/ KonunuecrBennoe 99.6 mg/ 99.6 Mr Not less than 90.0 mg and not more than|
onpeaeseHune 110.0 mg Cy3H12N>OsS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr C;3HjpN-OsS
(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. / Ilo 10 Tabnetok B|carton. / Ilo 10 Tabmerox B IIBX /
[IBX/amomunuesom 6nucrepe. Io 3 | amomunuerom 6aucrepe. Ilo 1, 2, 3 wan 10
GucTepa BMECTE C MHCTPYKLMEH IO | 6IMCTEPOB  BMeCTe ¢  MHCTPYKHHMEH 1o
NPUMEHEHHIO B NaYKy KapTOHHYIO. | [IPUMEHEHHIO B [AYKy KapTOHHYIO.
11 |Labeling / Mapkupogka Complies as prescribed / According to ND /
CooteeTcTBYET TpeOGOBAHMAM B coorBercTBuu ¢ HJI

Remarks : The Product conforms to ND /
IIpumeuanne: [Tponykr coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[Toxaroroeneno: Ramakant

vk}

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykosoaurens
Manoj Kumar i

/352

Reprint Date /14.04.2023
JlaTa:

Reprint Date /14.04.2023
Hara:

Reprint Date /14.04.2023
Hara:

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: L85195AP1584PLCO04507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 4 of 4 / Crp. 4 u3 4

Product ¢ Nise tablets 100 mg
Mpoaykr  : Haiiz®, tabnerku 100 mr
Batch No / 1 V2300605 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000Tabnerox
Analytical Report No / : 890001656636 Date of Analysis / + 14.04.2023
AHaJauTHYeCKHH oTYeT No JlaTa anaausa
Date of Manufacture / : Mar-2023 Date of Expiry / . Feb-2026
JlaTa npou3BOACTBA Toxen po (BKUY)

Analysis performed according to ND / Auanus nposegen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 3awuiieHHOM OT CBeTa MecTe IpU
|XpaHeHne TeMmnepatype He Bbiwe 25°C

13 | Shelf life / Cpox rogmoctn |3 years / 3 roza
| P |

*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.
* AHanmz no nokazaremo «MwukpoGUHOmornyeckass YuCTOTa» IMPOBOAMTCS MPOM3BOIAMTENEM IIPH BBINYCKE TMEPUOIMYECKH
(c vHTEepBanoOM OHO HMCMbiTaHke Ha 20 cepuit uiK He menee 1 paza B ron). [Tokaszatens MoxeT ObiTh HE BKtoYeH B CepTHhUKaT

aHau3a GUpMEL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeyanue: [Ipoaykt cootBeTcTBYeT TpeboBanusM HJI 3axmoyenne: OJJOBPEHO

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

IToarorosneHo: Ramakant ITposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBognTenb
i , Manoj Kumar EE; ; 4

Reprint Date /14.04.2023 Reprint Date /14.04.2023 Reprint Date /14.04.2023

Hata: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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