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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Pagelof4/Crp.1u3 4
Product Nise tablets 100 mg
IIpoayxr Haiiz®, Tabaerxu 100 mr
Batch No / 1 V2401356 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6BbeM cepuu 5000000 tabnerok
Analytical Report No / : 040002600452 Date of Analysis / 1 22.07.2024
AHaJIUTUYeCKHIT OTUeT No Jdara anaauza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa Togen mo (BxuT)
Analysis performed according to ND / Anasns nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 / u3m. Ne 3 or
28.09.2022)
Ne Test / IlokasaTean _ Result/ PesyabTaTel Specification / Hopma
1 Description / Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Benple ¢ )eNTOBAaTHIM OTTEHKOM
KpYIJIble JBOSAKOBBINYKJIbIE TAabJNETKH C riagKoM
MOBEPXHOCTBIO.
2 Identification / Complies / CooTReTCTByeT The retention time of principal peak in the
HoannuHOCTH chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems  yaepuBaHU OCHOBHOTO MNHKAa Ha
XpOMaTOrpaMMe KCIIBITYEMOrO PacTBOpa MOJKHO
COOTBETCTBOBATH BpEMEHH YACPIKHBAHUS
OCHOBHOI'0 MHK4a HAa XPOMarorpaMme pacTBOpa
craHgaptHoro ofpasua HuMecynuaa (pasgen
«KonnuecTBeHHOE ONPENEICHHEY)
3 Average weight and mass 306.7 mg/306.7 Mr 310 mg+5.0% /310 mMr£+5,0%
uniformity / Cpexusis Complies / CooTBeTcTBYET 18/20 tablets —-NMT + 5 % /
RAGEARS DAMOROAEOCIE 18/20 Tabnerok — He 6onee £ 5 %
Macchl
2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He Gonee + 10 %
4 Dissolution / PacTBopenne 99 %, 98 %, 98 %, 98 %, 97 %, Not less than 75 % (Q) of labeled amount of
97 %, C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHANBLHOTO
| conepskanns Ci3H2N>OsS (numecynun) uepes 45
| MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumedanmne: [Iponykt cooTBeTcTBYET TpeboBaHusm HJJ

3arioyenue: OI[OBPE‘h (0]

Prepared by /IloaroToBneHo:
Pardeep Kumar _

Checked by / IIpoBepeHo:
Pawan Kumar

ya

Approved by: Manager /Executive /
OpnobpeHo: Mc.He,r_m\e;} PyxoBoauTENB
Abhishek Chauhan ,z /l

Reprint Date /
Hara: 04.10.2024

Reprint Date /
Hara: 04.10.2024

i Reprint Date /
Hata: 04.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills,
Tel: +81 40 4500 22006, Fax:

+0140 4
CIN: L85
wiwvrdrreddys.com

Hyder

abad - 500034, Telangana, India
900 2999, Email: mail@diraddys.com
1954P1934PLCO04AS0T
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page2of4/Crp.2 u3 4

Product : Nisetablets 100 mg
Npoayxr : Haiiz®, Tabnerku 100 mr
Batch No / : V2401356 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 tabnerok
Analytical Report No / : 040002600452 Date of Analysis / : 22.07.2024
AHanuTHyeckuii oTyert Ne Jara ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBA T'ogen go (BX.T)

Analysis performed according to ND / Ananus nposegen o HJI: IT 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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Iloxasarens Result / Pe3yabTarnl Specification / Hopma

Water / Boga 3.3% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoacTBeHHbIe IPUMECH

Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %) / NMT 0.20 % / He 6onee 0,20 %
Hinxe mpenena KONMYECTBEHHOTO
onpeneneHus (ITKO = 0.0057 %)

Impurity B /Ipumece B | 51 0 1 0Q (LOQ = 0.0084 %) /
HI’[)KC npeneina KoJIHYECTBEHHOT O
onpenenenus (IIKO = 0.0084 %)

NMT 0.20 % / He 6oxee 0,20 %

Impurity C / IIpumecs C NMT 0.20 % / He 6onee 0,20 %
) Not detected / ne o6Hapyxena

Impurity D / ITpumecs D NMT 0.20 % / He 6onee 0,20 %
. Not detected / ue 06HapykeHa

Impurity E / Ilpumecs E NMT 0.20 % / He 6onee 0,20 %
. Not detected / He o6HapyxkeHa

Impurity F / ITpumece F NMT 0.20 % / He 601ee 0,20 %

Not detected / He 06Hapy»keHa

0.02%

NMT 0.20 % / He 6onee 0,20 %

\/Any unknown individual
impurity / EfuHuYHas
HeHIeHTUpUUHpyeMast
MpHMeChH

Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
pHMecer

7 Un_iformity of dosage units 44 Acceptance value (AV) should be not more than
/ OaHopogHOCTH 15.0 / Tlokazarens npuemneMocty (AV) moymkeH
JN03HPOBAHHSA 61T He Goee 15,0

|
8 | Microbial limits* / MukpoGuosornyeckas 4ucTora*

Remarks : The Product conforms to ND / Conclusion : APPROVED

ITpumeuanne: [TpoaykT coorBercTBYeT TpeboBanusm HJT 3akmoyenune: OJIOBPEH

Prepared by /Iloarotonero: | Checked by / TIposepero: Approved by: Manager / Bxecutive /

Pardeep Kumar 4’» Pawan Kumar Onobpeno: Menemxkep / Pykooaufrens
= i Abhishek Chauhan ~ ( ~—

Reprint Date / Reprint Date / Reprint Date /

Hara: 04.10.2024 Jata: 04.10.2024 Hara: 04.10.2024

Registered Office: 8-2-327, Road No 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 4500 2800, Fax: +91 40 4900 2999, Email: mail@dieddys.com
CIN: LES195AP1984PLCO0ASCT
wwwvdrreddys.com
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Formulation Unit-56

Vill. iKhol, Nalagarh Read, Radidi,
Distt. Solan, H.P,, 173 205, 111DIA
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Page3 of 4/ Ctp.3 uz 4
Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2401356 Batch Quantity / : 5000000 tablets /
Cepus Ne O6BeM cepun 5000000 Tabnerok
Analytical Report No / : 040002600452 Date of Analysis / 1 22.07.2024
AHanuTHYecKHii oTyeT Ne Jara ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara nponssoacTea Tomen no (Bkn)

Analysis performed according to ND / Ananu3s nposeaen mo H/I: TI 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 / u3M. Ne 3 or
28.09.2022)

Ne

Test / Iloxazarenn

Result / PesyabTaThl

__ Specification / Hopma

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuee yucio He Gonee 1000 KOE/r
a3pobHBIX

MUKPOOPIraHU3MOB
' b) Total combin?d_yf%s__ - NA Not more than 100 CFU/g /
and mould count / O6wee He 6onee 100 KOE/r

YHCIIO NPOXIKEBBIX U

IUIECHEBBIX IPHOOB

¢) E. coli NA Shall be absent in 1g/

JomKHBl OTCYTCTBOBaTE B 1 T

Assay / KoninyecTBeHHO®
onpejesieHHe

100.0 mg/ 100.0 Mr

Not less than 90.0 mg and not more than 110.0 mg
C3H12N20sS Nimesulide in tablet /
Ot 90,0 mr go 110,0 mMr C3H;2N2OsS (Humecynum)
B TabneTke

10

Package / Ynakopka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
TIBX/amomunueBomM 6nucrepe. 1o 2
6aucTepa BMECTe ¢ HHCTPYKLHEH Mo
NPHMEHEHHIO B [AYKy KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnerok B [IBX / anmromMHHUEBOM GIiHCTEpE.
Ilo 1, 2, 3 wm 10 OnUCTCpOB BMeEcTe C
HHCTPYKUMEH 1O NPUMEHEHHMIO B  Ma4Ky
KapTOHHYIO.

11

Labeling / Mapkuposka

Complies as preserihed /
CootreTrcTBYET TpEOOBAaHUAM

Accarding ta N /
B coorBercrBuu ¢ HJJ,

12

Storage conditions /
XpaHeHnue

Store protected from light below 25°C / B 3aiuitieHHOM OT CBETa MECTE NPH TEMIIEpaType

He BEIIE 25°C

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykr coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akaroyeHue: O_I[OBPEHQ

Prepared by /Ilogrorornexo:

Pardeep Kumar f

Checked by / Ilposepeno:
Pawan Kumar /

Approved by: Manager / Executive /
Onobpeno: Meremxep /
Abhishek Chauhan

KOBOQ HTJTE:

e

Reprint Date /
Hara: 04.10.2024

Reprint Date /
Jara: 04.10.2024

Reprint Date /
Hara: 04.10.2024

Registered Office: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Talangona, Indis
Tel: +91 40 4960 2900, Fax. +91 40 49C0 2952, Email: mall@diveddys.com

CIN: L8SI95AP1ISAPLLCCAB07

wwwv.drreddys.com




Dr. Raddy's Lanoratories Lid

Formulation Unit-56
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Dr Redd ’s ‘.. Vill. Khol, Nalagarh Road, Paddi,
° Y e Distt. Solan, H.F., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page4 0f 4/ Crp.4 u3 4

Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2401356 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 040002600452 Date of Analysis / 1 22.07.2024
AHamuTuueckuii oruer No JlaTa aHaaM3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npon3BoAcTBa TI'ogen go (BKIT)

Analysis performed according to ND / Ananus nposegen mo HJI: IT N012824/03-140119 (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 / u3am. Ne 3 ot
28.09.2022)

Ne ~ Test/ Hokasarens Result / PesyabTaThl | Specification / Hopma B
13 | Shelf life / Cpox roguoctu |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.

* AHanmuz Mo ToOKazaTemo «MUKPOOHONIOrHYeCKass YUCTOTa» [POBOAMTCS TNPOMU3BOZMTENIEM MpPU BBIIYCKE IMEPHOAMYECKH
(c uHTepBaJIOM OAHO HcHbITaHHe Ha 20 cepuit unu He MeHee 1 pasa B rox). [Toka3zatens Moxet ObITh He BiUItOYEH B CepTudukar
aHanuza dHupMEL

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

API manufacturer batch number / NMS-1A-243018

Howmep cepun nponssoantens ADC:

FP Manufacturer API Batch number / FERA00239

Howmep cepuu cy6etanumn npoussoautens IJID:

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

IIponssoanrtens ADC, crpaHa: Maanranam JIpars sun Oprauukc Jita, Huaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuyanue: IIpoaykr coorBeTcTBYET TpeboBaHusiM HJ{ 3axkmouenue: QJJOBPEH
Prepared by /Tloarotoeneno: | Checked by / [1posepeHo: Approved by: Manager / EXecutive /
Pardeep Kumar f Pawan Kumar Ono6peno: Menemxkep / PykoBoautginb

= s Abhishek Chauhan £

Reprint Date / Reprint Date / ' Reprint Date /
Hara: 04.10.2024 Hara: 04.10.2024 Hara: 04.10.2024

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, Indix
Tel: 401 20 4560 2200, Fax: +61 40 4630 2929, Email: mail@dreddyz.com
CiM: LE5195AP 1984PLCCOA507
wwdrredays.com



