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Dr. Reddy's Laboratories 1td.
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®UKAT AHAJIU3A
Page 1 of S/ Crp. 1 u3 5

Product Nise tablets 100 mg
Ipoaykr Hait3®, Tabnerxn 100 Mr
Batch No / : V2401040 Batch Quantity / + 5,000,000 tablets /
Cepus Ne Ob6bem cepun 5,000,000 tabnerok
Analytical Report No / : 890001745361 Date of Analysis / : 25.06.2024
AHauTHYEeCKHI oTyeT No Jlara aHanu3a
Date of Manufacture / 1 05/2024 Date of Expiry / ¢ 04/2027
JlaTa npou3BOACTBA I'ogen o (Bxu)

Analysis performed according to ND / Ananu3s nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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 / IlokazaTenn Egsgit / Pe3yJbTaThl | Specification / Hopma
1 [Description / Onucanue Complies / CooterctByer | Yellowish white round biconvex tablets with

smooth surface. / Besbie ¢ enTOBAaTHIM OTTEHKOM
KpYTrJible ABOSIKOBBIMYKJIbIE TabNETKH C riagkoi
TIOBEPXHOCTBIO.

Identification /
IHoanuHHOCTL

Complies / CooTBETCTBYET

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 /
Bpemss ynepxuBaHMS OCHOBHOTO TIMKa Ha
XpOMaTOrpaMMe HCIIBITYEMOrO pacTBOpa JOHKHO
COOTBETCTBOBATh BpeMEHHU YIAEPKUBAHUSI
OCHOBHOT'O MNKMKa Ha XpPOMAaTOrpamMMe pacTBOpa
CTaHAapTHOro obpasua HuMecynuiaa (pasmen
«KonnyecTBeHHOE ONpeNeICHUEY)

Average weight and mass
uniformity / Cpeanss macca u
OAHOPOAHOCTH MACCHI

313.2mg/313.2 mr

Complies / CoorBeTcTByET

310 mg+£5.0% /310 mr=5,0%

18/20 tablets —NMT £ 5 %/
18/20 tabnerok — He Gonee = 5 %

2/20 tablets —NMT + 10 % /
2/20 tabnetok — He 6onee = 10 %

Dissolution / PactBopeHne

92%, 98 %, 98 %, 96 %, 98 %,
98 %,

Not less than 75 % (Q) of labeled amount of
Ci13H12N2OsS nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) OT HOMHHAJIBHOTO
comepkanus Ci3H2N-OsS (HuMecynun) gepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanne: [TponykT coorBeTcTBYeT TpeboBanmsaM HJ

Conclusion : APPROVED /
3axiaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Ankit IlpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTens
; *l _AMaurya ' Manoj Kumar -
T -
Reprint Date / Reprint Date / Reprint Date /
Jata: 25.06.2024 JlaTa: 25.06.2024 Jata: 25.06.2024

Registered Offlce: §-2-23/, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangznae, india
Toir #8140 4900 2900, Fax: +41 4C 49200 2929, Email: maii@drreadys.com
CIM: 1851954P1984PLL004507

wwwydrreddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2of 5/ Crp.2u3 5
Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnetku 100 Mr
Batch No / : V2401040 Batch Quantity / + 5,000,000 tablets /
Cepusn Ne Oo6bem cepuu 5,000,000 Tabneroxk
Analytical Report No / : 890001745361 Date of Analysis / 1 25.06.2024
AHaquTHYeCKnii oTueT Ne JlaTa aHanuM3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npou3BoicTBa Topen go (BKI)
Analysis performed according to ND / Auanus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IokasaTenn Result / l?e;y_anaT_bl Specification / Hopma
5 |Water/ Boaa 33% Not more than 6.0 % w/w / He 6oee 6,0 %
6 |Related substances / PogcTsennbie npumecu -
Impurity A / Ilpumecs A 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) / |NMT 0.20 % / He 6onee 0,20 %
Hwxke npenena KOIMYEeCTBEHHOTO
onpenenenus (ITKO = 0.0084 %)
Impurity C / IIpumecs C ot detected / He oGHapyxeHa  [NMT 0.20 % / He Gonee 0,20 %
Impurity D / TIpumecs D Not detected / ne o6HapyxeHa  [NMT 0.20 % / He 6onee 0,20 %
Tmpurity E / [lpumecs E Not detected / ne obnapyxena  'NMT 0.20 % / He 6oxee 0,20 %
Impurity F / IIpumecs F Below LOD (LOD = 0.0045 %) / |[NMT 0.20 % / He 6onee 0,20 %
Hike npeaena oGHapyxeHus
(TIO = 0.0045 %)
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnunas ’
HeugeHTHQULMpyeMas IpuMech
Total impurities / Cymma 0.03% NMT 1.5 %/ He 6onee 1,5 %
npuMecei

Remarks : The Product conforms to ND /
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

[oxroroeneno: Ankit /,/ ITpoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTEND
;'?[/,/"I\/Iaurya %— Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.06.2024 Hara: 25.06.2024 JHara: 25.06.2024

Ragictercd Office: 8 2 227, Road Mo. 2, Banjara Hills, Hydcrobad 500034, Telangana, India
Tel. +G1 40 4500 2960, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: 185135AP19S4PLC004507
wvnwdrreddys.com




Dr. Reddy's Laboratories {td.
Formulation Unit-6
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’ ". Vill. Khol, Nalagarh Road, Baddi
Dr' Reddy S L d Disit. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page3 of 5/ Crp. 3 u3 5

Product : Nise tablets 100 mg
Ipoayxr :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2401040 Batch Quantity / : 5,000,000 tablets /
Cepusi Ne Ob6bem cepun 5,000,000 tabnerok
Analytical Report No / : 890001745361 Date of Analysis / 1 25.06.2024
Ananutnyecknii oryer Ne Jara anaaunsa
Date of Manufacture / + 05/2024 Date of Expiry / : 04/2027
JaTa npou3BOACTBA I'ogen po (BKJI)
Analysis performed according to ND / Ananu3 nposeaen no HJI: [T 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 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / [lokazarens Result / PesyabtaThi ) ~ Specification/ Hopma
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more than
OaHopoAHOCTH J03HPOBAHHUS 15.0 / Hoka3zatens npuemsneMocTy (AV) nomkeH

ObIThL He Gonee 15,0

8 | Microbial limits* / Mukpo6uonoruyeckas yncrora*

a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ O61wee uncno aspodHsix He 6onee 1000 KOE/r
MHKPOOPTraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obwiee uucno He 6onee 100 KOE/r
IPOMOKEBBIX M [UIECHEBBIX
rpubor
c) E. coli NA Shall be absent in 1g/
JlomKHBI OTCYTCTBOBaTh B 1 T
9 |Assay/ KonuyecTtBeHHOe 100.0 mg / 100.0 mr Not less than 90.0 mg and not more than 110.0 mg
onpegeieHue Ci3H2N20sS  Nimesulide in tablet /

Or 90,0 Mr o 110,0 Mr C13H2N->OsS
(Humecynua) B TabaeTKe

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [IpoaykT coorBeTcTBYET Tpebosanusm HJ| 3akmouenne: OJOBPEHO
Prepared by / ~ Checked by / Approved by: Manager / Executive /
IToarororneHo: Ankit /; IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTens

¢ ™ “Maurya Manoj Kumar -

5 P y St
Reprint Date / Reprint Date / Reprint Date /
Hata: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registerad Office: 8-2-237. Rozd No. 2, Ranjara Hills, Hyderabad - 5G30034, Telangana. india
Tel, =81 40 4800 7300, Fax: +91 40 4200 2929, Ernail: maii@drragdvs.com
CIN: 1.35195AP1984FLCN04507
wwwLdrreddvs.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

@ e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page4 of S/ Crp.4u3 5

Product : Nise tablets 100 mg
IIpoaykr : Haiizs®, tabnerkn 100 Mr
Batch No / 1 V2401040 Batch Quantity / : 5,000,000 tablets /
Cepusi Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001745361 Date of Analysis / ¢ 25.06.2024
AHaJUTHYECKHIi oTueT No Jlara ananu3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTta npou3BoACTBA T'open oo (BKJT)
Analysis performed according to ND / Anasnus nposeaen mo HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / IlokasaTenn Result / PesyabTaThbl __Specification/ Hopma
10 |Package/ YnakoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Ilo 10 Tabnerox B IIBX / amomMuHHHEBOM
ITo 10 Tabnerok B | 6amcrepe. Io 1, 2, 3 win 10 6aucTepoB BMecTe ©
[BX/amoMuHueBOM  ONUCTEpe. | MHCTPYKUMEH 1O TNPUMEHEHHIO B Mayky
Ilo 3 Onucrepa BMECTe C |KapTOHHYIO.

HHCTPYKUHMEH N0 MPUMEHEHHIO B
aYKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTtBeTcTBYET TpeOOBaHUAM B cooterctBuu ¢ HJ|

12 | Storage conditions / Xpauenne | Store protected from light below 25°C / B 3amiuineHHOM OT CBe€Ta MecCTe IIpH
Temrepartype He Boiue 25°C

13 | Shelf life / Cpok 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

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

ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusam HJL 3akawuenne: OJIOBPEHO

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

[MoaroroBneno: Ankit /. [Iporepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoitens
r y ’Mzur a Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Jata: 25.06.2024 Iara: 25.06.2024 Hara: 25.06.2024

Registercd Office. 8-2-337, Ruad Nu. 8, SBaijard Hills, Hydersbdd - suuusa, 18iangsha, india
Tal, 61 40 4900 29G0, Fox: +41 40 4300 2929, Email: maii@drreddys.com
CIN: 1.8513554P19S4FLC004507
wwivedrreddys.com




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

@e
' ‘.. Vill. Kho!, Nalagarh Road, Baddi
Dr. Reddy S Ne Disit. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page Sof 5/ Crp.5u35

Product : Nise tablets 100 mg
poaykr :  Haiiz®, Tabnetrku 100 mr
Batch No / : V2401040 Batch Quantity / : 5,000,000 tablets /
Cepus Ne Ob6bem cepun 5,000,000 tabneTok
Analytical Report No / : 890001745361 Date of Analysis / 1 25.06.2024
AHanuTHYecKH i oTueT Ne JlaTa aHaJu3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npou3BOACTBA I'oxeH po (BKJI)
Analysis performed according to ND / Anasnu3s nposeaen o HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsM. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* AHanu3 Mo nokasaresito «Mukpo6uoioriueckas YHCTOTa» MPOBOAMTCA TPOM3BOJMTENIEM TpPH BBIMYCKE MEPUOAHYECKH
(c MHTEpBanoM OfiHO McnbITaHKe Ha 20 cepuit unu He MeHee 1 pasa B rox). [TokasaTens MoxeT ObITh He BKIIOUeH B CepTudukar

aHanu3a hupmel.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243011, NMS-1A-243014

Homep cepun npouspoautens ADC:

FP Manufacturer API Batch number / FERA00187, FERA00233

Homep cepun cyocrannun npousBoautes I'J1D:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

Hpoussogurens ADC, crpaHa: Mamnranam Jlpar3 a5 Opranuxc JIta, Mnaus

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

Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBanusm HII 3axmouenue: OJIOBPEHO

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

IMoxrotosneHo: Ankit IIpoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
,(? _{Maurya L Manoj Kumar
// -

Reprint Date / Reprint Date / Reprint Date /

Hata: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered COffice; 8-2-237, Road No. 2, Bapjara Hills, Hyderabad - 300034, Telangana, india
Tei, +G61 40 4900 2900, Fax: +92 40 4300 2929, Email: maii@drreddvs.com
CIN: [85195AP1954PLCD04507
www.drreadvs.com




