Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Page1of5/Crp.1u35

Product ¢ Nise tablets 100 mg
Ipoayrr  : Han®, tabnerku 100 Mr
Batch No / * V2400333 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nem cepin 5000000 Tabnerox
Analytical Report No / : 040002454184 Date of Analysis / 1 22.03.2024
AHanuTHYeCKUH oTueT No Jlatra ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlata npousBoAcTBA Togen no (sxa)
Analysis performed according to ND / Ananus nposegen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am, Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot :
28.09.2022)

Ne Test / Ioxazarens Result / Pesyabrarst Specification / Hopma ]

1 |Description / Onncanie Complies / CooteercreyeT Yellowish white round biconvex tablets with

smooth surface. / Benwle ¢ xenrosartnim
OTTEHKOM KpYTJble AROAKOBBIMYKIILIE TAONETKH
C [J1aIKOH NOBCPXHOCTBIO.

2 Identification /
IToanmuuHOCTE

Complies / CooTtBercrayer 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 ynep>kMBaHus OCHOBHOTO
qMKa Ha  XpPOMaToOrpaMMe  HCILITYEMOTo
pacTBOpa MIOMXHO COOTBETCTBORATH BPEMEHH
YOEpPKHBAHUA OCHOBHOTO nuxa Ha
XpoOMaTorpaMme  pacTBOpa  CTAHOAPTHOTO
obpazua HUMecynuaa (pa3nen
«KonvuecTreHHOE ONIpeAcIeHHE)

uniformity / Cpeausas m
H OZIHOPOAHOCTH MACCHI

3 | Average weight and mass 310.7 mg/310.7 mr 310mg+5.0%/310mr+ 5,0 %

acea Complies / CooTBercTByer 18/20 tablets —-NMT + 5 %/

18/20 tabnerok — He 6onee + 5 %

2/20 tablets —-NMT + 10 % /
2/20 tabnetok — He Gonee = 10 %

4  |Dissolution / PacTBopeuie 101 %, 97 %, 97 %, 97 %, 101 %, |Not less than 75 % (Q) of labeled amount of
98 %, C13H12N-0OsS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TponykT cooTBeTCTBYET TPeGOBAHUAM HA 3axmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Honrorosrexo:Pravesh Tposepeno: Rama Kan Onobperno: Medenxep / Pyxkosositent
Rana Manoj Kumar —
Reprint Date / Reprint Date / = Reprint Date /
Hata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

v, lEANngAna, India




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAI3A

Page2of 5/ Crp.2u3z5

Product : Nise tablets 100 mg

Hponywy Halia®, Tabuerin 100 mr

Batch No / £ V2400333 Batch Quantity / : 5000000 tablets /
Cepuist No Obrnem cepuu 5000000 tabneTok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
AHanuTHYECKHH oTueT Ne Mara ananuia

Date of Manufacture / 1 02/2024 Date of Expiry / : 0172027

HAara nponssoacTsa logen go (Brn)

28.09.2022)

Analysis perfoermed according to ND / Ananns nposeaen o HJI: TT N012824/03-140119 {amend Ne 1 from 08.06.2020 /
uam. 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

Ne Test / IToxasaTenn

Result / PesyabTaTs?

Specification / Hopma

minutes / He Menee 75 % (Q) ot

(HuMecynun) uepes 45 MUH.

5 Water / Boga

3.0%

6 | Related substances / PoapcTsenusle npmneci

Impurity A / TTpumecs A

0.0019 %)

Impurity B / Ilpumecs B

0.01%

Below LOD (LOD = 0.0019%) /
Huxe npenena o6uapysxenus (ITO =

NMT 0.20 % / He 6onee 0,20 %

HOMMHaNIEHOTO copepkanua Ci3HixN20OsS

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

NMT 0.20 % / He Gonee 0,20 %

[mpurity € / [Ipumecs C

Below LOQ (LOQ = 0.0075 %) /
Huxe nipenesna KoSIHYECTBEHHOTO
onpenenenns (ITIKO = 0.0075 %)

Impurity D / Tlpumecs D

NMT 0.20 % / He 6osiee 0,20 %

Not detected / ve ofHapysxena

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipuvesanue: HponykT coorseTcTByeT TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axmouenne: OJIOEPEHO

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

IMoxproroeneHo: Pravesh IIpoBepeno: Rama Kan Onobpeno: Menemkep / Pyxosojirent

Rana 2 W Manoj Kumar d)j
/

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page30of S/ Crp.3u3 5

Product : Nise tablets 100 mg

Tipoayky  : Huiis®, rabierkn 100 mr

Batch No / + V2400333 Batch Quantity / : 5000000 tablets /
Cepun Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
AHaauTu4ecKMii oTueT No JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JlaTa npou3BOACTBA Tomen xo (BK.T)

Analysis performed according to ND / Aunanuns npoeegen o H: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam, No 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3mM. Ne 3 ot
28.09.2022)

Ne ‘I'est / 1lokasaTens Result / PesyabTaThl Specification / Hopma

Impurity E / TIpumecs E NMT 0.20 % / He 6 0,20 %
PR . K Not detected / He obHapyxeHa SERSAREE i

Impurity F / TIpumecs F NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0045%) /
Husxe npenena obuapyseuna (I10 =

0,
Any unknown individual DTS ) NMT 0.20 % / He Gonee 0,20 %
impurity / EnvandHas
HeHAeHTUdHUMpYyeMas
[MPHMCCh 0.03%
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of desage units / 2.6 Acceptance value (AV) should be not morc
OaHOPOAHOCTL JO3HPOBAHHS than 15.0 / [Toka3zarens npuemiaeMocT (AV)

LomxeH ObITh He Gonee 15,0

8 |Microbial limits* / Muxkpobuonoruueckas yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / OBee uncno He 6onee 1000 KOE/T

a3p0oGHBIX MMKPOOPTaHH3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpameuanne: [Tpoaykr cooteTcTRYeT TpeboBanusam HIT 3aknwienne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Txecudve /
[MonroroBneHo:Pravesh ITpoeepeno: Rama Kan Onobpeno: Menemxep / Pykopogiteih
Rana _Z / Manoj Kumar @J
Reprint Date / Reprint Date / LR Reprint Date /

Jara: 22.03.2024 Hara: 22.03.2024 Jara; 22,03.2024
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CERTIFICATE OF ANALYSIS

onpeaeJieHue

CEPTUOUKAT AHAJIM3A
Pagedof S/ Crp.4u3 s
Product Nise tablets 100 mg
Iipoaykt Haitz®, tabnietiii 100 mr
Batch No / : V2400333 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nem cepun 5000000 TabneTox
Analytical Report No / : 040002454184 Date of Analysis / s 22.03.2024
AHaIUTHYECKHIT oT4ceT Ne Jara ananuia
Date of Manufacture / + 02/2024 Date of Expiry / : 01/2027
JaTta npouseoacTsa I'ogen po (Bra1)
Analysis performed according to ND / Anasinz npeeeaen mo HJ; ITN012824/03-140119 (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 / u3mM. Ne 3 ot
28.09.2022) L= ) = e
Ne Test / llokazaTenn Result / Pe3yneratsl Specification / Hopma

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

mould count / O6ee uncno He 6onee 100 KOE/r

LIPOXOKEBLIX W MJIECHEBBIX

rpuboB

¢) E. coli NA Shall be absent in 1g/

Jlo/mKHbI OTCYTCTBOBaTh B 1 T
9 | Assay/ KoauuecrBeuuoe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than

110.0 mg C;3H,2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3H{xN20OsS
(Humecynup) B Tabnerke

10 |[Package/ Ynakoska

10 tablets in PV C/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabaerox B
IIBX/amoMuuuesom 6nucrepe. Io 3

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerox B IIBX /
anroMuHueBom Onucrepe. Ilo 1, 2, 3 uau 10

6aKcTepa BMeCTe ¢ MHCTpYKUHMeE# 10 |bnuctepoB  BMecTe ¢ HHCTPYKLIMEH 1O
MPHMEKEHUIO B 34Ky KapTOHHYI0.  |TPHMEHEHHIO B MaYKy KAPTOHHYIO.
11 |Labeling / Mapxupogka Complies as prescribed / According to ND /

CootBeTcTBYET TpeGOBaHUAM

B cootsercTBuu ¢ HJ

12 | Storage conditions /
Xpanenne

Store protected from light below 25°C / B 3amdiyeHHOM OT CBETa MecT€ MpH

Temnepatype He Bbine 25°C

13 | Shelf life / Cpox roanocTH

3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanmne: ITponykr cooTBeTCTBYET TpeboBaHusM HJT 3axmwouenne: OIOBPEHO

Preparéd by / Checked by / Approved by. Manager / baeculive /
[Toprorosneno:Pravesh TIposepeno: Rama Kant Onobpeno: Menemxep / PykosoauTens
Rana /Z Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
PageSof S/Crp.5u3z §

Product ¢ Nise tablets 100 mg
fMpoaysr 3 Haiis®, tTabnetku 100 mMr
Batch No / : V2400333 Batch Quantity / : 5000000 tablets /
Cepnsa Ne Obnem cepiin 5000000 TabreTok
Analytical Report No / : 040002454184 Date of Analysis / : 22.03.2024
Auanurudeckuii oruer Ne HJarta anaausa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npouzsonersa Iogen xo (Brn)
Analysis performed according to ND / Ananus nposesen no H/: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3am. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm, No 2 oT 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

*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.
* Awanuz mo moxasatemo «MuKpoBHOTOrHYECKAs YMCTOTa» MPOBOAWTCSH NIPOU3BOAMTENIEM MPH BBINYCKE TIEPUOAMHECKH

(c nuTepBanom oaHo WerkiTanue Ha 20 cepmil Wit He MeHee 1 pa3sa B ron). ITokasaTesib MOXKET ObITh HE BKJIFOUEH B CepTudurar

aHaNH3a GUPMBI.

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

API manufacturer batch nu.mber / NMS-1A-233025, NMS-1A-233026
Homep ceprn npousBoanTein ADC:

FP Manufacturer API Batch number / FERA00060, FERA00061

Howmep cepun cy6eranuun nponssoaurtens [JIdD;
APl Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /
Mauranam Jlpars 3ua Oprasguxc Jira, Uuaus

Hponssoaurens ADC, crpana:

Remarks : The Product conforms to ND / ' Conclusion : APPROVED /
Tpamesanne: Mponykr cootserctayeT TpeGosanuam HJT 3akmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Tlogrorosneno:Pray Ipoeepeno: Rama Kant Ono6peno: Menenxep / Pykosonntess
Rana @w\ JB: Manoj Kumar

Reprint Date / Reprint Date/ . Reprint Date /

JHara: 22.03.2024 Hara: 22.03.2024 JlaTta: 22.03.2024




