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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Page1of4/ Crp.1u3z4
Product : Nise tablets 100 mg '
Mpoaykr  : Hait3®, Tabnetkun 100 mr
Batch No / 1 V2300808 Batch Quantity / : 5000000 tablets /
Cepusi Ne Odbem cepun 5000000TtadneTok
Analytical Report No / : 890001661818 Date of Analysis / : 11.05.2023
AHanuTuyecknii oruer Ne JlaTa ananusa
Date of Manufacture / t Apr-2023 Date of Expiry / : Mar-2026
/laTa mpou3BoACTBA Fopen po (Bka)
Analysis performed according to ND / Anasnns nposeaes mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. 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 / uzm. Ne 3 ot
28.09.2022)
Ne Test / [Toka3zaTenn Result / PesyabTaThbl ____Specification / Hopma
1 | Description / Onucanue Complies / CootBercTByeT Yellowish white round biconvex tablets with |
smooth surface. / benbie ¢ xenToBaThIM |
OTTEHKOM KPYIJIble BOSIKOBBITYKJbIE TAOJIETKH
C IJIaIKOM MOBEPXHOCTBIO.

2 l Identification / Complies / CooTercTByeT The retention time of principal peak in the|
| IognuHHOCTD chromatogram of test solution should
! correspond to retention time of principal peak in

Nimesulide standard solution chromatogram
under Assay / Bpems yaepxuBaHus OCHOBHOTO |
NMKa .HAa XpOMATorpaMMe  MCIBITYEMOro |
pacTBopa HO/DKHO COOTBETCTBOBATH BPEMEHH |
yIaepKUBaHUS OCHOBHOT'O nuxa Ha |

XpoMaTorpaMMe  pacTBOpa  CTaHAApTHOTrO
obpasia HUMECYIHAA (pazpen ‘
«KonuuecTBeHHOE OMpencIeHHe») |
3 | Average weight and mass 3123 mg/ 3123 mr 310mg+5.0% /310 Mr+ 5,0 % |
Elziil;mztylfoff:iiﬂait:acca Complies / CooTercTByeT 18/20 tablets —-NMT £ 5 %/ |
PoA 18/20 tabnerok — He Gonee £ 5 % |

2/20 tablets — NMT + 10 % /

2/20 Tabnetrok — He 6onee = 10 % JI

4 |Dissolution / PactBopeHue 96 %, 97 %, 97 %, 97 %, 101 %, |Not less than 75 % (Q) of labeled amount of |

96 %, C13H2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanbHoro copepxanus Ci3HixN-OsS |
(numecynua) yepes 45 MHUH. ]

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [TponykT coorBeTcTBYeT TpeboBanusiM HJJ 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

TloarorosneHo; akant IMpoBepeno: Pardeep Kumar Onobpeno: Mernemxep / Py[cgim'rj’:
(e

Manoj Kumar

Reprint Date /11.05.2023 Reprint Date /11.05.2023 Reprint Date /11.05.2023
Jlarta: Hara: Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 191 40 4900 2200, Max: 191 40 4900 2999, Lmail: mail@drreddys.com
CIN: L85195AP1984P1.C004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

5 Water / Boaa

2.5%

CEPTHDPUKAT AHAJIN3A
Page 2 of 4 / Crp. 2 n3 4
Product Nise tablets 100 mg
Ipoayxt Haii3®, tabneTkn 100 mr
Batch No / : V2300808 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tabnerox
Analytical Report No / : 890001661818 Date of Analysis / : 11.05.2023
AHaanTudecknit oryer Ne JlaTa ananu3a
Date of Manufacture / ¢ Apr-2023 Date of Expiry / 1 Mar-2026
JaTa npoussoacTea Toaen g0 (Bk)
Analysis performed according to ND / Auanuns nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. 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 / usm. Ne 3 ot
28.09.2022)
Ne Test / IloxazaTenn Result / PesyabTatht Specification/ Hopma

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

6 Related substances / Poncmeqnble NpHMecH

Impurity A / [Tpumecs A f

Impurity E / Ilpumecs E

Below LOD (LOD = 0.0019%) /
Huxe npenena o6Hapyxenus (IT1O =

) 0.0019)
Impurity B / ITpumecs B ' 0.02%
Impurity C / [lpumecs C Not detected / He obHapyeHa
- 0
fmpurity D / Tpumecs D Below LOD (LOD = 0.0049%) /

Hwxe npenena obuapyxenuns (I10 =
0.0049)

Not detected / He obHapyxeHa

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 / Tpumece F Below LOD (LOD =0.0045%) /| NMT 0.20 % / He Gonee 0,20 %
Hwxe npenena obuapyxenus (I10 =
0.0045)
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnunas .
HeHAeHTHhULHpYyeMast 0.02%
npUMech
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more

Remarks : The Product conforms to ND /
IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBaHusM HJ|

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /

ITogrorosneno: Raimakant

Boleort i

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Mexnemxep / PyKoBoaHTEL
Manoj Kumar ;

A LY

Reprint Date /11.05.2023
Hata:

Reprint Date /11.05.2023
Jlara:

Reprint Date /11.05.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyd

erabad - 500034, Telangana, India

Tel- 121 40 49NN 20NN, Fav: 101 4N ARRN 0NN, Fminils mail@drreddys rom
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 3 of 4/ Crp.3 u3 4

Product Nise tablets 100 mg
Mpoayxr Haiiz®, tabaerku 100 Mr
Batch No / 1 V2300808 Batch Quantity / : 5000000 tablets /
Cepus Ne Oobem cepuu 5000000Tabnerok
Analytical Report No / : 890001661818 Date of Analysis / : 11.05.2023
AHanuTHYECKHH oTUeT Ne ' JaTa aHajau3za
Date of Manufacture / ¢ Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA I'onen o (BxJT)

Analysis performed according to ND / Anaaus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
Ne Test / Ilokazareap B Result / PesyabTaThi __Specification / Hopma
OaHOPOAHOCTL JO3HPOBAHHS than 15.0 / TToka3zarens npuemnemoctu (AV)
N0oKeH ObITE He H6onee 15,0
8 | Microbial limits* / MlleDﬁﬂOﬂOl"H‘-_leCKaﬂ yncroTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / OGuee 4nchio He 6onee 1000 KOE/r
| a3pOOHBIX MUKPOOPTAHH3MOB
'b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Owee yncno He 6oniee 100 KOE/r
| JPOXOKEBBIX U TIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JIO/KHBL OTCYTCTBOBATb B 1 T
9 | Assay/ KosnyecTBeHunoe 100.8 mg/ 100.8 mr Not less than 90.0 mg and not more than
onpejaeneHune 110.0 mg Cj3H;>N-OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mr C;3H;pN-OsS
(Humecynua) B TabsieTke
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. / ITo 10 Tabnetoxk B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomunuesom Gnucrepe. ITo 3 | amromuHueBoM Oaucrepe. Ilo 1, 2, 3 umm 10
faucrepa BMecTe C MHCTpYKIMel Mo |6aHcTepoB  BMecTe € MHCTpyKLMEH 1o
NPUMEHEHHIO B Ma4Ky KAPTOHHYIO. | IPUMEHEHHIO B MaYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBaHUAM B cootBerctuu ¢ HJ]

Remarks : The Product conforms to ND /
Ipumeuanue: I1poayxt coorsercrByer TpeboanusmM HJ{

Conclusion : APPROVED /
3akmwouenue: OJJOGPEHO

JlaTa:

Jara:

Hara:

Prepared by / Checked by / Approved by: Manager / Executive /
Tloaroroeneno: Ramakant [Iposepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykosonurteis
-i" ¢ Manoj Kumar :
/ C " ‘iﬂ‘h s
Reprint Date /1 1.05.2023 Reprint Date /11.05.2023 Reprint Date /11.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2200, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIU3A
Page 4 of 4/ Ctp. 4 u3 4
Product : Nise tablets 100 mg
Mpoayxkr  : Haii3s®, tadnerkn 100 mr
Batch No / : V2300808 Batch Quantity / : 5000000 tablets /
Cepust No Oo6nem cepuu 5000000Tabnerok
Analytical Report No / : 890001661818 Date of Analysis / : 11.05.2023

AHAJUTHYECKHI 0TYeT No JlaTa ananu3a

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

JlaTa mpon3BoACTBA IogeH po (BkJ)

Analysis performed according to ND / Anaans 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 / n3m. 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 3amMIIEHHOM OT CBETa MeECTE npu'
| Xpanenne Temnepatype He Bbille 25°C
|

{_13 :'ghelf life / Cpox roanocTn 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.
* Apanuz no mnokazaremo «MukpoGuonoruueckass 4HCTOTa» MPOBOIAUTCS MPOW3BOAUTENIEM MPH BBIMTYCKE TMEPHOAMYECKH
(c uHTepBanom oaHO McneiTaHde Ha 20 cepuil unu He MeHee 1 pasa B rox). [Tokazatens MoxeT GbITh He BkIoueH B CepTHdHKaT

aHanu3a GUpMBbl.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIposykT coorBeTcTByeT TpeboBanusam HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

[ToarororneHo: Ramakant ITporepeno: Pardeep Kumar Onobpeno: Menemxep / wab
[l

W f Manoj Kumar

Reprint Date /11.05.2023 Reprint Date /11.05.2023 Reprint Date /11.05.2023
Hata: Jara: Jata:
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.com




