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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A
Pagelof 5/ Crp. 1 u3 5

Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tabnerku 100 mr
Batch No / t V2401112 Batch Quantity / : 5,000,000 tablets /
Cepus Me O6nem cepuu 5.000.000 Tabnerok
Analytical Report No / : 890001745364 Date of Analysis / : 26.06.2024
AHaJguTnyecknii oryer Ne JlaTra aHann3a
Date of Manufacture / 1 05/2024 Date of Expiry / : 04/2027
JarTa npou3BoAcTBA TI'onen ao (BKJT)

Analysis performed according to ND / Ananus nposenen no HJI: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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)
'.. N Test / Hoxasarean B Result / PesyabTaThl - WWWSP&iﬁVc_gggr}jfggpM; -
| 1 [Description/Onucanue Complies / Cooteercteyer | Yellowish white round biconvex tablets with

smooth surface. / Beneie ¢ xkeNTOBATBIM OTTEHKOM
KpYTJible IBOSKOBBINYKIIbIC TaONETKH C riaakoit
NOBEPXHOCTHIO.

Identification /
IMoanuHHOCTDH

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 /
BpeMs yaep»XWUBaHMS OCHOBHOTO TIvika Ha
XPOMATOrpaMME UCTIBITYEMOTI'O PACTBOPA AOKHO
COOTBETCTBOBATH BpPEMEHH yIoep>KUBaHUA
OCHOBHOIO THKAa Ha XpOMarorpaMme pacTBopa
cTaHgapTHoro ofpasua HuMecyniupaa (paszmen
«KoIHuecTBEHHOE OTIPEJICIICHHEY)

Average weight and mass
uniformity / Cpeanas macca u
OTHOPOZHOCTH MACCHI

309.9 mg /309.9 mr

Complies / CooTBeTcTBYyET

310mg+5.0%/310Mr £ 5,0 %

18/20 tablets —NMT £ 5 % /
18/20 Ttabnetok — He Goyiee = 5 %

2/20 tablets —- NMT + 10 % /
2/20 Tabnerok — He Oonee + 10 %

Dissolution / PacTeopenue

96%, 97 %, 95 %, 98 %, 95 %,
102 %,

Not less than 75 % (Q) of labeled amount of
C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHaBHOIO
comepxanust Ci3H>N2OsS (Humecynua) uepes
45 MuH.

Remarks : The Product conforms to ND /
INpumeuanue: IIpoaykt coorBeTcTByeT TpebosanusaM HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

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

TloarorosneHo: Ankit [Iposepeno: Ranjeet Onobpero: Menemkep / PykoBoaAUTE b
)/I/-/ Manoj Kumar

Reprint Date / Reprint Date / Reprint Datc /

Hara: 26.06.2024 Harta: 26.06.2024 Hara: 26.06.2024

Registerad Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 506024, Telansana, India

Tel: +91 46 4900 2200, Fax: +91 10 4560 2

2596, En

il mail@drieddys com

CIN: L85195AP1984PLCO04E07
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A
Page 2 of 5/ Crp. 2 u3 5

Product : Nise tablets 100 mg
TIpoaykTt : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401112 Batch Quantity / : 5,000,000 tablets /
Ceprin Ne Ofrem cepuu 5,000,000 TabneTox
Analytical Report No / : 890001745364 Date of Analysis / 1 26.06.2024
AnaguTHdyeckuii oryer Ne Jlara aHaan3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa Npou3BOACTBA Togen 1o (BKT)
Analysis performed according to ND / Ananu3 nposeaen mo HJ\: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / n3m. Ne 3 ot
28.09.2022)

Ne Test / IlokasaTesb ] Result / PesynhTaThi Specification / Hopma
5 Water / Boaa 3.1 % Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoicTBeHHbIe IpHMecH

Impurity A / IIpumecs A 0.02% NMT 0.20 % / He Gonee 0,20 %

Impurity B / Ipumecs B Below LOQ (LOQ = 0.0084 %)/ |NMT 0.20 % / He 6onee 0,20 %

Huxe npeaesna konM4ecTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Impurity C / ITpumecs C Not detected / He oGHapyxeHa NMT 0.20 % / He Gosnee 0,20 %
Impurity D / ITpumecs D Not detected / He obHapyxeHa NMT 0.20 % / He 6omee 0,20 %
Impurity E / Tlpumecs E Not detected / ne o6Hapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Below LOD (LOD = 0.0045 %)/ |NMT 0.20 % / He Gonee 0,20 %

Hrxe npenena obHapyxeHHs
(TTO = 0.0045 %) |
Any unknown individual |NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuynas 0.02%
HeuneHTHULHpYeMas MPUMECh

Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %

npuMecei
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeqanue: [Tponykt coorsercTayer Tpedosguuam HJT 3axmouenne: OJJOBPEHO
Prepared by / . Checked by / C{.‘,‘[ ; Approved by: Manager / Executive /
[Moarorosneno: Ankit /4 IIposepeHo: Ranjeet Onobpeno: Menemxep / Pyxosoaurens

ifj,/’ Manoj Kumar |
i

Reprint Date / Reprint Date / Reprint Date /
Jara: 26.06.2024 Hara: 26.06.2024 Iara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, inaia
Tel: +91 20 4900 2600, Fax: +91 40 4960 2628, Emzil: roail@drredays.com
CIN: L35195AP1984PLCO04E07
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Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
e Distt. Solan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHATH3A

Page3 of 5/ Crp.3n3 5

Product : Nise tablets 100 mg

Hpogykr _ : Haiia®, tabnetkyn 100 mr

Batch No / : V2401112 Batch Quantity / : 5,000,000 tablets /
Ceprini Ne Q6nem cepuu 5,000,000 Tabnetox
Analytical Report No / : 890001745364 Date of Analysis / : 26.06.2024
AHasmnTHYeCcKNif oTueT Ne JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027

JlaTa npou3BojcTBa T'oaex ao (BKa)

Analysis performed according to ND / Ananus nposeaen no HJI; ITN012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)

N | Test / [lokasaTenn Result / PeaynnTaThl Specification / Hopmaﬁi
7 | Uniformity of dosage units / 33 Acceptance value (AV) should be not more than
OaHOpPOAHOCTL JO3HPOBAHUS 15.0 / IToxazatesns npuemnemoct (AV) momken

OBITEL HE Oosiee 15,0

8 | Microbial limits* / Mukpo6uoJlorHuecKas uucrora*

a) Total aerobic microbial count NA Not more than 1000 CFU/g /

/ OB1uee 4ucno a3pobHbIX He Gonee 1000 KOE/r

MHKpPOOpPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /

mould count / O6mee uncno He Gonee 100 KOE/r

JIPOMOKEBBIX M TUIECHEBBIX

rpubon

¢) E. coli NA | Shall be absent in 1g/

JlomKHBI OTCYTCTBOBATE B 1 T |

9 | Assay/ KoauudecrBenHoe 998 mg/ 99.8 mr Not less than 90.0 mg and not more than 110.0 mg

onpeneneHue C;3H2N205S  Nimesulide in tablet /

Or 90,0mMr go 110,0mr Ci3HpN2OsS
(uumecynun) B TabneTke

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: ITpoaykT COOTBETCTBYET TPeOQ /B@HI/IHM HI 3axaovenue: OJOBPEHO
Prepared by / Checked by { Approved by: Manager / Executive /
INoaroroeneHo: Ankit IIpoBepeHo: anjeel Opno6peno: Menemxep / Pyncoao,r_m‘rcﬂb

% ] P Manoj Kumar

8 o

Repriul Date / Reprint Date / Reprint Datc /
JaTa: 26.06.2024 JaTta: 26.06.2024 Hara: 26.06.2024

Registered Oifice: 8-2-337, Road No. 3, Baniaia Hills, Hyderabad - 500024, Telangana, India
Tal: +07 30 3900 2200, Fav: +51 40 430606 2299, Email: mail@drreddys.com
CIMN: L35195AP1984PLCOCAZ0T7
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
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Dr, Reddy S ® Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
Page 4 of S/ Crp. 4u3 5

Product : Nise tablets 100 mg
IIpoaykr :  Haiiz®, tabnerku 100 mr
Batch No / : V2401112 Batch Quantity / : 5,000,000 tablets /
Ceopna M Oarem cepun 5.000,000 Tabnerox
Analytical Report No / : 890001745364 Date of Analysis / : 26.06.2024
AHajgHTHYecKHil oTyeT No JlaTa anannza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa NpoHU3BOACTBA Tonen po (BKJT)
Analysis performed according to ND / Ananus nposenen nmo HJ[: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / IlokasaTeanb Result / PesyabTaTter Specification / Hopma

10 |Package/ Ynakoska 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. /|/ I[lo 10 Tabaetrox B IIBX / amomunieBoM
ITo 10 TabJeToOX B | 6aucrepe. [To 1, 2, 3 unu 10 6ucTepoB BMecTe ©
[[BX/amomMuHueBoM  Onucrepe. | HHCTPYKUMEH 10 NPUMEHEHHMIO B MaykKy
I[To 3 Onucrepa BMeCTe C |KapTOHHYIO.

HHCTpYKLUHEH 16 NMpHMEHEHHIC B
nayky KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteeTcTBYET TpeOOBaHHAM B coorBercTBiM ¢ H]]

12 | Storage conditions / Xpaneuue | Store protected from light below 25°C / B 3amulIEHHOM OT CBETa MECTE MpPH
Temneparype He Bbile 25°C

13 | Shelf life / Cpok roanocTu 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 /

IIpumeuanne: [Ipogykt cooTBeTcTBYeT Tpebopanusam HII 3aknwuyenue: OJIOBPEHO

Prepared by / Checked by /(5)/ Approved by: Manager / Executive /

IMoarotosneHo: Ankit /7 IIposepeno: Ranjeet Onobpeno: MeHemxkep / PykoBoanTtens
//j// Manoj Kumar

Reptint Date / Repriut Date / Reprint Date /

Jara: 26.06.2024 Hata: 26.06.2024 Hata: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 2S00 2500, Fax: +21 10 4906 2899, Emiail: mail@drradays.com
CIN: LE5195AP1984PLCO0AS0T
www.drieddys.com




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

@
Dr. Reddy’s ‘... Vill. Khol, Malagarh Road, Badidj,
h Distt. Selan, H.P, 173 205, INDIA
Tol : +91 981665 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page Sof 5/ Crp. 5u3 5
Product : Nise tablets 100 mg
Mpogykr  : Haiis®, Tabnerxu 100 mr
Batch No / : V2401112 Batch Quantity / : 5,000,000 tablets /
Cepin Nt OfGrem cepuu 5,000,000 TabneTox

Analytical Report No / : 890001745364 Date of Analysis / : 26.06.2024

AHaJuTH4decKHii oTueT Ne JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027

Jara npousBoacTBa T'open po (BrJI)

Analysis performed according to ND / Auanus nposesen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 ot

28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* AHanM3z no mnokasaTemo «MuUKpoGHONOrMYeckas YHCTOTa» MPOBOAHTCA MPOM3BOJAMTENIEM TPU BBHINYCKE MEPUOAMYECKH
(c MHTEpBRAJIOM OHO UCTbITaHHe Ha 20 cepuii unu He MeHee 1 pasa B roxa). IlokasaTtens mosxeT GbITh He BkatoueH B Ceptudukar

aHann3a (PHpPMEL.

API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS-1A-243016
Homep cepuu npouspoautessit ADC:
FP Manufacturer API Batch number / FERA00237
Homep cepun cy6eranuun nponspoaurens I'JIM:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Ipoussoaurenb ADC, crpaHa: Maunranam [pars sua Opranukc JIta, Magus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cootBeTcTBYET Tpeborauuam HA 3akawouenue: OJJOBPEHO
Prepared by / Checked by / (D, Approved by: Manager / Executive /
IToarorosneno: Ankit IIposepeno: Ranjeet Ono6peno: Meremxep / PykoBonutejis

L~ Manoj Kumar "l

s

Reprint Date / Reprint Date / Reprint Datc /
Hara: 26.06.2024 Hata: 26.06.2024 Hata: 26.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 5000324, Telangana, india
Tel: +91 40 4900 2600, Fox: =51 40 4506 2698, Email: maili@direddys.com
Cli: L35185AP1984PLCO0AZ0T
www.drreddys.com




