Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A
Page 1 of S/ Crp. 1 u3 5

Product Nise tablets 100 mg
Hpoaykr Ha#iz®, Tabnerku 100 mr
Batch No / : V2400332 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002451658 Date of Analysis / : 22.03.2024
AHanuTHYeCKNIT oTueT N Jara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npousBoacTBa T'onen go (BKI)

Analysis performed according to ND / Ananus nposeaen no HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / uzm. Ne 3 ot

28.09.2022)
Ne Test / ITokazarens ~ Result/ PesynbTaThl | Specification / Hopma
1 |Description / Onucanue Complies / CooTBeTcTByET Yellowish white round biconvex tablets with

smooth surface. / DBenble ¢ KenToBaTHIM
OTTEHKOM KpYr/ible IBOSKOBBIIYKIIbIE TabNeTku
C rIagKo MOBEPXHOCTHIO.

Identification /
IMoanuHHOCTL

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 ynep>KUBaHHS OCHOBHOTO
nuKa Ha  XpPOMaTorpaMMe  MCIIBITYEMOTo
pacTBOpa JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIAepKUBaHHA OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApPTHOrO
obpazua HUMECYIHAA (pazmen
«KonnaecTeeHHOE onpeaeneHue)

Average weight and mass
uniformity / Cpeausisi macca
4 OAHOPOJHOCTb MacChl

307.6 mg /307.6 mr

Complies / CoorBeTcTBYET

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

18/20 tablets - NMT + 5 %/
18/20 Tabnetok — He Gonee = 5 %

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

IDissolution / PacTBopenue

99 %, 96 %, 97 %, 99 %, 99 %, 99 %,

Not less than 75 % (Q) of labeled amount of
C13H12N>OsS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno:Pravgsh IIporepeno: Rama Kant Onobpeno: Menemxkep / PykoBoguTesns
Rana f W Manoj Kumar o

Reprint Date / Reprint Date / Reprint Date /

Harta: 22.03.2024 Jara: 22.03.2024 Jara: 22.03.2024




Dr. Reddy’s ‘.'.. ” || . o

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Page2of S/ Crp.2m3 5

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, Tabnetku 100 mr
Batch No / 1 V2400332 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002451658 Date of Analysis / : 22.03.2024
Ananutnyecknii oTyer Ne JlaTa ananusa
Date of Manufacture / 1 02/2024 Date of Expiry/ : 01/2027
JlaTa npou3BOICTBA Togen go (BK.)
Analysis performed according to ND / Ananus nposenen mo HJ: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / m3m. Ne 3 ot
28.09.2022)

Ne Test / IToxazaTenn Result / PesyabTaTsl Specification / Hopma
minutes / He menee 75 % (Q) or
HoMuHansHoro cogepxanus Ci3Hj2N-OsS
(Humecynuna) yepes 45 MUH.

5 |Water/Boaa 32% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIe IpHMecH

Impurity A / Ilpumecs A Below LOD (LOD = 0.0019%)/ |NMT 0.20 % / He 6onee 0,20 %
Hike npenena o6napyxenus (I10 =
0.0019 %)
Impurity B / I[Ipumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Below LOQ (LOQ =0.0075 %)/ [NMT 0.20 % / He 6onee 0,20 %

Hibke npemena KOIMYECTBEHHOTO
onpeznenenus (ITKO = 0.0075 %)

Impurity D / TTpumece D Not detected / He 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTBeTCTBYET TpeboBanusam HJT 3aknarouenue: OJOBPEHO
Picpaied Ly / Cliecked Ly / Approved by: Manager / Dxecutive /
[MoarorosneHo:Pravgsh [TpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurtens
Rana i W/j— Manoj Kumar EE 5 rﬂ.
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 22.03.2024 JHarta: 22.03.2024 JHara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page3 of 5/ Crp.3m3 5
Product Nise tablets 100 mg
Ipoaykr Hait3®, Tabaerku 100 mr
Batch No / : V2400332 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6nem cepun 5000000 Tabnerox
Analytical Report No / : 040002451658 Date of Analysis / 1 22.03.2024
AHATHTHYECKHH oTHeT Ne Hdara ananusa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoACTBA I'ogen go (BKJT)
Analysis performed according to ND / Ananus nposeaen mo HJI: T1 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 / u3am. Ne 3 ot
28.09.2022)
Ne Test / [lokazaTesb Result / PesyabTaThl Specification / Hopma

Impurity E / IIpumecs E

Not detected / He obHapyxeHa

Impurity F / ITpumecs F

Below LOD (LOD = 0.0045%) /
Huxe npenena o6uapyxenus (I1O =

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

0,
Any unknown individual 0.0045 %) NMT 0.20 % / He Gonee 0,20 %
impurity / EnuHuuHas
HeuaeHTUbULMpYyeMas .
NpUMECH 0.03%
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
puMecent
7 | Uniformity of dosage units / 2.6 - Acceptance value (AV) should be not more
OAHOPOAHOCTL 103HPOBAHHUS than 15.0 / TTokasatens npuemieMocTd (AV)
nosmkeH ObiTh He 6onee 15,0
8 [Microbial limits* / Muxpo6uoaoruyeckas yucrora*

a) Total aerobic microbial
count / Obuiee uucio
adpOBHBIX MHKPOOPTaHH3MOB

NA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3axirouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moxnrorosneno:Pravesh [IpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoanTtenb
Rana /£ W‘\" Manoj Kumar @[L

o
Reprint Date / Reprint Date / - Reprint Date /
Hata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Paged4 of 5/ Crp.4mn35

Product Nise tablets 100 mg
Ipoaykr Haii3®, tabnerku 100 mMr
Batch No / : V2400332 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6beM cepuu 5000000 Tabnetok
Analytical Report No / : 040002451658 Date of Analysis / 1 22.03.2024
AHaJHTHYEeCKH I oTUeT Ne JlaTa ananu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npousBoacTBA Tonen go (BKJI)
Analysis performed according to ND / Ananus nposegen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / uzM. Ne 3 ot
28.09.2022)

N | Test/Ilokasatean Result / Pe3ynbTaTsi Specification / Hopma
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obiee yncno He 6onee 100 KOE/r
IPOXNOKEBBIX H [UIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/
JomxHBI OTCyTCTBOBaTH B 1 T
9 | Assay/ KonnyecTBeHHOE 98.1 mg/98.1 mr Not less than 90.0 mg and not more than
onpenejeHue 110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 900mr gmo 110,0mMr Ci3H2N20sS
(anmecymun) B TabneTke
10 |Package/ Ynakoska 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Ilo 10 Tabnetok B IIBX /
IIBX/antomuuueroM Gauctepe. Ilo 3 | antomunueBom 6Gaucrepe. ITo 1, 2, 3 unu 10
6avcTepa BMecTe ¢ MHCTPYKUUMEH MO | OMHCTEpOB  BMecTe C  HHCTPYKIMer  no
NPUMEHEHHIO B MAUKy KAPTOHHYKX). | IPUMEHEHHIO B [Ma4YKy KApPTOHHYIO.
11 |Labeling / MapxupoBka Complies as prescribed / Accordingto ND/
CootBetcTBYET TpeOOBAHUAM B cootercTBuu ¢ HJ{
12 | Storage conditions / Store protected from light below 25°C / B 3amumineHHOM OT CBeTa MecTe MpHU
XpaHeune TeMrneparype He Bbiue 25°C
13 | Shelf life / Cpox rognocTn 3 years/ 3 ropa

Remarks : The Product conforms to ND /
Hpumeganne: [Iponykr cootBeTcTBYeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarororneno:Pravesh IIpoeepeHo: Rama Kan Onobpeno: Menemxep / PykoBoautens
Rana ¥’ ) / Manoj Kumar ”
Reprint Date / Reprint Date / ' Reprint Date /

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

CEPTUDUKAT AHAJIM3A
PageSof S/ Crp.5u3s 5

Product : Nise tablets 100 mg
Npoaykr  : Haiiz®, Tabnetku 100 mMr
Batch No / : V2400332 Batch Quantity / : 5000000 tablets /
Cepus Ne Oobnem cepun 5000000 Tabnerok
Analytical Report No / : 040002451658 Date of Analysis / : 22.03.2024
AHaauTudeckuii oTueT Ne JlaTa anajgmsa
Date of Manufacture / 1 02/2024 Date of Expiry / : 0172027
JlaTa npom3BoJCTBA T'ooen go (Bxu)
Analysis performed according to ND / Auann3 nposenen no HJI: T1N012824/03-140119 (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 / uam. No 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.

* AHanus 1o rokasatemo «MUkpoOHonorudeckas 4YMCTOTa» MPOBOAWTCA [POM3BOAMTENEM [IPH BBIMYCKE MEPUOTUYECKH
(c MHTepBaNOM OIHO McIbITaHue Ha 20 cepHii i He MeHee 1 pasa B rox). [TokazaTens MoxeT ObITh He BKto4eH B CepTHlukat
aHanmn3a QUpMBL.

API name (INN) / A@C (MHH): Nimesulide / Humecynug

API manufacturer batch number / NMS-1A-233025

Homep cepun npousogurtens ADC:

FP Manufacturer API Batch number / FERA00060

Homep cepun cy0cTanuuu npoussopuress I'JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpoussoauteabr APC, cTpana: Magnranam [par3 sua Opranukc Jita, Manus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroroeneHo:Pravgsh IIpoeepeno: Rama Kan_{_ Onobpeno: Menemxkep / PykosoguTtens
Rana _ w'\/ Manoj Kumar -

Reprint Date / Reprint Date / ) Reprint Date /

Hata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024
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