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CERTIFICATE OF ANALYSIS

1 |Description/ Onucanue

Complies / CooTBeTcTBYET

CEPTUO®UKAT AHAJIN3A
Page1of S/ Crp. 1 u3 5

Product Nise tablets 100 mg
[ IIpoxyxr Hait3®, tabnerxu 100 Mr
Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
| Cepus Ne O6beM cepuu 5000000 TabneTok
Analytical Report No / : 040002457181 Date of Analysis / : 22.03.2024
AnanuTn4yecKknii oTueT Ne JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTta npou3BoACTBA Toaen po (BKI)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
w3m. 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 / Hj(_)—l_céaTeﬂk Result / Pe_3_leliT&I _Specification / Hopma o

Yellowish white round biconvex tablets with
smooth surface. / bespie ¢ )enTOBaTbIM OTTEHKOM
KpyTJble JBOSKOBBUTYKIIbIE TaONETKH ¢ rnaaxoi
MOBEPXHOCTHIO.

2 Identification /
IogamHHOCTH

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 ynepxuBaHHMA OCHOBHOTO IIMKAa Ha
XpOMAaTorpamMMe HCIBITYEMOT0 PACTBOPA JOJIKHO
COOTBETCTBOBATH BpEMEHH YAEp>KUBAHUS
OCHOBHOI'O NHKa HAa XpOMaTorpaMMe pacTBopa
CTaHOApTHOTO o0Opasia HUMecyauza (paszen
«KomyecTBeHHOE OMpPENETICHHE)

3 | Average weight and mass
uniformity / Cpeausis Mmacca
H O/THOPOJHOCTH MACCHI

310.5mg/310.5 Mr

Complies / CooTBeTcTByET

310 mg+5.0% /310 Mr+5,0 %

18/20 tablets —-NMT £ 5 %/
18/20 Tabnerok — He Golee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerox — He 6oyee = 10 %

4 |Dissolution / PacTBopenne

98 %, 97 %, 99 %, 99 %, 99 %, 98 %

Not less than 75 % (Q) of labeled amount of
C13H12N>0s5S nimesulide is dissolved in 45
minutes / He meriee 75 % (Q) OT HOMBHAIBHOIQ
comepxanust C3H12N2OsS (HuMecynun) gepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBanusaM H]I

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Togaroropneno: Pravésh IIposepeno: Rama Kant Onobpeno: Menemxkep / PykoBoagutenb
Rana ¥? n nd’ Manoj Kumar b

Reprint Date / Reprint Date/ Reprint Date /

Mata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page2of S/ Crp.2 u35

Product : Nise tablets 100 mg
Ipoxyxr  : Haiiz®, tabnerku 100 mr
Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
Cepusa Ne O61eM cepuH 5000000 Tabnerox
Analytical Report No / : 040002457181 Date of Analysis / 1 22.03.2024
AnaJHTHYeCKHH oTHeT No JlaTa aHaau3za
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTta npon3BoacTea Tonen po (BKY)
Analysis performed according to ND / Auaaus nposeaen no HJI: TT1 N012824/03-140119 (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)

_ Specification / Hopma

Ne Test / IloxazaTenn ~ Result/ PesyabTarsl el
Not more than 6.0 % w/w / He 6onee 6,0 %

5 | Water/Bona i

6 |Related substances / PoncreeHHbIe npuMecH
Impurity A / [Tpumecs A Below LOQ (LOQ = 0.0057%)/ |NMT 0.20 % / He 6onee 0,20 %
Hike npenena konuyecTBEHHOrO
onpenenenus (ITIKO = 0.0057%)
Impurnity B / IIpumecs B NMT 0.20 % / He 6onee 0,20 %
0.01%

Impurity C / Ipumecs C Below LOQ (LOQ = 0.0075%) / | NMT 0.20 % / He 6onee 0,20 %
Hike npeena KoMHIECTBEHHOTO

onpeaenenus (IIKO = 0.0075%)

Impurity D / ITpumecs D NMT 0.20 % / He 6onee 0,20 %
Not detected / e o6HapyxeHa

Impurity E / Hpumecs E Not detected / ne o6HapyxeHa | NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not detected / He o6HapykeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EquunyHas
HenaeuTubULMpyeMas
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIponykr coorBeTcTBYET TpeboBanusm HJJ 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroropneHo: Prayvesh [Tposepeno: Rama Kant Onobpeno: Mernemxep / PykoBoanTeis
Rana Manoj Kumar
Reprint Date / Reprint Date / : Reprint Date /
Jlarta: 22.03.2024 Hata: 22.03.2024 Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Page3of S/ Crp.3 m3 5

Product Nise tablets 100 mg

MpoaykTr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 5000000 TabneTox
Analytical Report No / : 040002457181 Date of Analysis / : 22.03.2024
AHanuTHYecknii oryer Ne Jata ananusa

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

Jara npoH3BOACTEA Togen o (BKI)

Analysis performed according to ND / Auanus nposenen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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

onpeaeaeHue

28.09.2022
Ne Test / IlokasaTesnb Result / PesyasTaThl Specification / Hopma
fIpUMeCh
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npuUMecei
7 | Uniformity of dosage units / 35 Acceptance value (AV) should be not more than
OaHopoAHOCTL J03HPOBAHHUA 15.0 / Iokasarens npuemneMocTy (A'V) nomkeH
6bITEH HE 6onee 15,0
8 | Microbial limits* / Muxpo6mosiornyeckas qucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee yucno He 6onee 1000 KOE/r
a’pOOHBIX MHKPOOPTaHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6miee uncno He 6onee 100 KOE/r
IPOXOKEBBIX U IUIECHEBBIX
rpubos
¢) E. coli o= NA Shall be absent in 1g/
Jlo/DKHBI OTCYTCTBOBATS B 1 ¢
9 |[Assay/KoanyecTBeHHOE 99.2 mg/99.2 mr Not less than 90.0 mg and not more than 110.0 mg

Ci3H2N20sS  Nimesulide in tablet /
Or 90,0Mr gmo 110,0mMr Cj3Hp2N2OsS
(Humecynun) B TabneTke

Remarks : The Product conforms to ND /
IIpumeuanue: Hpoaykt coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: Pravesh [Iposepeno: Rama Kant Opobpeno: Menemxep / Pykopoautenb
Rana /j 0" Manoj Kumar ;

£ \
Reprint Date / Reprint Date / Reprint Date /
IlaTa: 22.03.2024 Hara: 22.03.2024 JHata: 22.03.2024




| "
Dr.Reddy’s ‘,‘o’

10 |Package / YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
IBX/amomuHueBoM b6nucrepe. Ilo 2

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
Paged4 of S/ Crp.4m3 5

Product Nise tablets 100 mg
Hpoayxr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2400367 Batch Quantity / :+ 5000000 tablets /
Cepusa Ne O0bem cepun 5000000 Tabnerox
Analytical Report No / : 040002457181 Date of Analysis / : 22.03.2024
AnaauTnyecknii oruer Ne JlaTta anann3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npousgoacTea TI'open go (BKN)
Analysis performed according to ND / Auaans nposesen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 or 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 / IlokazaTenn Result / PeaynsTaTtsl N Specification / Hopma

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerox B IIBX / anroMuHHEBOM
6mmcrepe. ITo 1, 2, 3 unu 10 61ucTepoB BMecTe ¢

6nucTepa BMECTE ¢ MHCTPYKLMEH MO | HHCTPYKLHEH MO TNPUMEHEHHIO B Madky
MPUMEHEHHIO B TIaYKy KapTOHHYIO. | KADPTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /

CootBercTBYET TpeGOBaHMAM

B coorBeTcTBum ¢ HJJ

12 |Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3ammumeHHOM OT CBE€Ta MeCTe MpH

TeMIiepaType He Boime 25°C

13 | Shelf life / Cpox rognocTn

3 years/ 3 roga

*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.
* AHamu3 0O TMOKazaTeyo «MUKpOOHONIOTHYECKas YHCTOTa» MPOBONUTCA MNPOM3BOAMTENEM MpPU BLIMYCKE IMEPHOAUYECKH
(c uBTepBaTOM OfIHO McTbiTaHue Ha 20 cepuit unm He meHee 1 pasa B rox). [Tokasaresns Moxer ObITh He BKIoueH B CepTrdukar

aHanmsa HpMBl.

API name (INN) / A®C (MHH):

Nimesulide / Humecynuz

API manufacturer batch number /
Homep cepuu nponssoauTest ADC:

NMS-1A-233027

FP Manufacturer API Batch number /
Homep cepuu cyOcTanuuu npoussoautens I'JIP:

FERA00062

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
IIpumedanne: ITpoaykt coorBercTBYET TpebopanmsiM HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[logroroBneno: Pravesh IIposepero: Rama Kant Onobpeno: Meremxep / Pykosoaurenb
Rana B Manoj Kumar

1 Bl J b
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 Jlara: 22.03.2024 Jata: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJTA3A
Page5Sof 5/ Crp.5u3 5

Product : Nise tablets 100 mg
IpoayeTr :  Haiis®, tabnerkn 100 mMr
Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
Cepun Ne OGnem cepuH 5000000 rabrerox
Analytical Report No / : 040002457181 Date of Analysis / : 22.03.2024
AnanuTHyeckHii oTyeT Ne JlaTa anajan3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa nponsBoJcTBa Toaen po (Bx.1)

28.09.2022)

Analysis performed according to ND / Ananus nposenen no 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

MpounsBoaureis AMC, cTpana:

Manranam [pars sun Opranuke Jita, Mrjws

Remarks : The Product conforms to ND /
Hpumeuanne: [IpoxykxT coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Pravesh [Tporepeno: Rama Kant Ono6peno: Menemxep / Pykosoautelis
Rana /fF Manoj Kumar

Y- =
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 Jara: 22.03.2024 Jara: 22.03.2024




