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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Pagel of 5/ Crp.1u35
Product Nise tablets 100 mg
IlIpoaykr Haiiz®, Tabnerky 100 Mr
Batch No / : V2400106 Batch Quantity / : 5000000 tablets /
Cepunsa Ne Ob6nbem cepun 5000000 Tabnerok
Analytical Report No / : 890001719440 Date of Analysis / : 15.02.2024
AHaguTuyeckuii oruer Ne Jara ananunza
Date of Manufacture / : 0172024 Date of Expiry / : 12/2026
JlaTa n1poH3BOACTBA I'open g0 (BKJI)
Analysis performed according to ND / Auanus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
No Test / IlokazaTennp Result / PesysbTaTbl Specification / Hopma

1 |Description / Onucanue

Complies / CooTBeTcTBYyET

Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ >KenToBaTHIM
OTTEHKOM KpYIJIble IBOSKOBBIMYKIIbIE TabIeTKH
C TIaAKO# MOBEPXHOCTHIO.

2 Identification /
IMoaHHHOCTH

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>«uBaHHs OCHOBHOTO

MHKa Ha  XPOMAarorpaMMe  HCHBITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBAThH BPEMEHH
yaep>KHBaHUS OCHOBHOTO n1Ka Ha
XpoMarorpaMMe  pacTBOpa  CTaHIapTHOTO
obpasua HUMeCY 1A (paszpen

«KonuuecTBeHHOE OMpeneeHHe»)

3 | Average weight and mass
uniformity / Cpeassis macca
H OAHOPOIHOCTH MACCHI

308.4 mg/308.4 mr

Complies / CooTBeTCTBYET

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

18/20 tablets —-NMT + 5 %/
18/20 Ttabnetox — He bonee £ 5 %

2/20 tablets - NMT £ 10 % /
2/20 tadnerok — He 6onee = 10 %

4 | Dissolution / PactBopenne
100 %,

95 %, 100 %, 101 %, 99 %, 100 %,

Not less than 75 % (Q) of labeled amount of
C13H2N>0sS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
Hpumeuanue: [1ponykr coorsetcTBYeT TpeboraHusaM HJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Togrorornexo: r [TpoeepeHno: Santosh Kumar Onobpeno: Menemxep /| PykoBoaurens
Shivani Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2024 Hata: 15.02.2024 Hara: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page2of 5/ Crp. 2 u3 5
Product Nise tablets 100 mg
IpoaykTt Haii3®, tabnerku 100 mr
Batch No / 1 V2400106 Batch Quantity / : 5000000 tablets /
Cepusi N O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001719440 Date of Analysis / : 15.02.2024
AHaNNTHUYECKHH oTUeT Ne Jara ananu3za
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npou3BoacTBa T'oaeu po (BKT)
Analysis performed according to ND / Ananus nposenen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)
Ne Test / [oxasaTensn Result / PesyinTaTs! Specification / Hopma

minutes / He menee 75 % (Q) ot
HomuHanbHOTO comepranust Ci3Hj2N2OsS
(Humecynup) uepes 45 MHH.

5 Water / Boaa

2.7 %

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

6 |Related substances / PoacTBeHHbIe IPUMECH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Not detected / He oOHapy»keHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C

Impurity D / [Tpumecs D

Impurity E / ITpumecs E

Below LOQ (LOQ = 0.0084 %) /
Hivke npenena KoMHYeCTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Not detected / He oOHapykeHa

Not detected / He oGHapyxeHa

Not detected / He obHapyskeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipumevanue: [IpogykT cooTBeTcTBYET Tpeboranusam HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managet / Executive /
ITogrorosineHo: — IIpoBepeHo: Santosh Kumar Onobpeno: Menemxkep / Pykoonutens
Shivani ) _ Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2024 Hara: 15.02.2024 Jlara: 15.02.2024




®e
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

s Laboratories Ltd

lation Unit-6

5, IND A

CEPTUOUKAT AHAJIM3A
Page3 of S/ Crp.3u35

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2400106 Batch Quantity / : 5000000 tablets /
Cepusn Ne O61bem cepuH 5000000 Tabnerok
Analytical Report No / : 890001719440 Date of Analysis / ¢ 15.02.2024
AnanuTuyeckui oryer Ne JlaTa aHaausa
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
Jlara npou3sBoaCTBA T'oaen o (BKuT)

Analysis performed according to ND / Ananus nposeaen no HJI: [T 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)

Ne

Test / Iloxka3zaTean

Result / Pe3yabTaTst

Specification / Hopma

Impurity F / ITpumecs F

Any unknown individual
impurity / EquHu4yHas

Not detected / He obHapykeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

0.03%
HEeUAEHTHDULHpYeEMast
NpUMECh
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 3.5 Acceptance value (AV) should be not more
OAHOPOAHOCTH JO3UPOBAHUA than 15.0 / Tlokazarens npuemsieMmoctu (AV)
oKeH ObiTe He 6osee 15,0
8 |Microbial limits* / MukpoGHojornyeckas Yucrora*

a) Total aerobic microbial
count / O6wee yucno
a3pO6HBIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

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

Remarks : The Product conforms to ND /
IIpumeuanue: [Tponykt coorBercTByeT Tpeboanusm HJI

Conclusion : APPROVED /
3axmwouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager { Executive /
IloproroeneHo: "a IIposepeHo: Santosh Kumar Onobpeno: Menemxep [ PykoBoautens
Shivani ) Maurya 7 Abhishek Chauhan ,’/f
Reprint Date / Reprint Date / Reprint Date /

Jlara: 15.02.2024 JHara: 15.02.2024 JlaTa: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Paged4 of 5/ Crp. 4u3 5

Product : Nise tablets 100 mg
Hpoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2400106 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 890001719440 Date of Analysis / : 15.02.2024
AHAaTUTHYECKHIT oTHeT No JlaTa aHaausa
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npou3BoOACTBA Togen go (BK.)
Analysis performed according to ND / Auaans nposeaen mo 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 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / [lokasaTtenn Result / PeayabTaThi Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / OBee uncio Mewuee 10 KOE/r He 6onee 100 KOE/r
JPOXIKEBBIX U MIECHEBBIX
rpubos
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyrerByeT B 11 JIOJKHBI OTCYTCTBOBATE B 1
9 | Assay/ KoanuecTBeHHoe 99.1 mg/99.1 Mmr Not less than 90.0 mg and not more than
onpeaeseHne 110.0 mg Ci3H;2N-0sS Nimesulide in tablet /

Or 900mMr mo 110,0mr C13H;2N2OsS
(auMecymun) B TabrneTke

10 |Package/ YnakoBka 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 Tabnerok B|carton. / Ilo 10 tabnetox B TIBX /
[IBX/amomunueBoM 6nuctepe. ITo 3 |amomuuuesoM Gnuctepe. Ilo 1, 2, 3 wm 10
6aMcTepa BMECTE ¢ MHCTpYKLWel 10 | GMMCTEepoB  BMECTE C  HHCTPYKLHMEH [0

MPUMEHEHHIO B MAYKy KAPTOHHYIO. | IPUMEHEHHIO B MayKy KapTOHHYIO.
11 |Labeling / MapkipoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBAHUAM B cootsercTeuu ¢ H|
12 |Storage conditions / Store protected from light below 25°C / B 3ammuiieHHOM OT CBETa MECTE MpH
XpaneHnue Temnepatype He Briiie 25°C

13 | Shelf life / Cpok rognoctu 3 years /3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBeTcTBYeT Tpebosanusm HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager ( Executive /
IToarorosnexo: - IIpoeepeno: Santosh Kumar OnobpeHo: Menemxep | Pykoroaureis
Shivani /) ) Maurya % Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '

Hara: 15.02.2024 Hara: 15.02.2024 Hara: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
PageSof S/ Crp. 5u3 5

Product : Nise tablets 100 mg
IlpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / : V2400106 Batch Quantity / : 5000000 tablets /
Cepusa Ne O0nem cepuu 5000000 Tabnerox
Analytical Report No / : 890001719440 Date of Analysis / : 15.02.2024
AHaJanuTHYECKHii oTueT Ne Jlara ananunsa
Date of Manufacture / : 01/2024 Date of Expiry / ¢ 12/2026
JaTa npou3BoaACTBA I'ogen g0 (BxJ)
Analysis performed according to ND / Ananu3 nposeaen no H/I: TIN012324/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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)

*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.

* Apanuz no mnokasareio «MUKpoOHONOTHYECKast UYMCTOTa» TPOBOJMTCS MNPOW3BOAMTENIEM NPH BBITYCKE MEPUOIMUECKH
(c MHTEpBANOM OIHO MCTbITaHHe Ha 20 cepHii K He MeHee 1 pasa B ro). [Tokasatesns MoxeT ObITh He BitoueH B CepTrdukar

aHau3a GUpMBI.

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

API manufacturer batch number / NMS-1A-233014, NMS-1A-233015

Homep cepun nponspoauteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTanuuu npoussoauress I'JID: HEQA0QSS6, FEQAJISDY

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
ITponssoaurensb ADC, cTpana: Manrasnam [lpar3 s Opranukc JIta, Muaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTByeT TpeboBanusaM HJI 3aximouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager { Executive /
IToaroroBneHo: o Iposepeno: Santosh Kumar Ono6peno: Menemxep J Pykosonutens
Shivani A ) Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '

Hara: 15.02.2024 ara: 15.02.2024 Hara: 15.02.2024
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