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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Pagel1of 5/ Crp.1mn35

Product : Nise tablets 100 mg
IpoaykT : Haiiz®, tabnerky 100 mMr
Batch No / 1 V2400334 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6nem cepuu 5000000 TabneTox
Analytical Report No / : 040002454630 Date of Analysis / 1 22.03.2024
AHAJMTHYECKHI oTueT No JlaTa ananunza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BoicTBa Toxen po (BK.T)
Analysis performed according to ND / Anasu3 npoeeaen mo HJ/: [1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wsm. 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 / IlokazaTesb Result / Pe3yabTaTbl Specification / Hopma

1 |Description/ Onncanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ xenToBaTHIM
OTTCHKOM KPYTJIBIC OBOSIKOBBIITYKIIbIE TAaONETKH
C rNIaZikoil MOBEPXHOCTLIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
INognuHHOCTEL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yaep>KHBaHHs OCHOBHOTO
nMKa Ha  XpOMarorpamMme  HCOBITYEMOro
pacTBopa HOJDKHO COOTBETCTBOBATH BPEMEHH

yIOepPXKUBAHUS OCHOBHOI'O nvKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAapTHOTO
obpasua HUMECYJIHAA (pazmen
«KonuuecTBeHHOE ONpeieNIeHHE)
3 | Average weight and mass 308.0 mg/308.0 mr 310 mg+£5.0% /310 mMr+5,0%
uniformity / Cpeausia macca Complies / CooTBeTcTBYET 18/20 tablets —NMT £ 5 % /

H OJHOPOJHOCTL MACCHI
AHOPOA 18/20 tabnerox — He 6onee = 5 %

2/20 tablets - NMT = 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 |Dissolution / PacTBopenue 101 %, 101 %, 99 %, 98 %, 98 %, |Not less than 75 % (Q) of labeled amount of
101 %, C13H2N205S nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJI 3akmouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarororneHno:Pravesh ITposepeno: Rama Kant Onobpeno: Menemxep / PykoBoautens
Rana / Manoj Kumar @ﬂli
Reprint Date / Reprint Date / - v Reprint Date /
Hara: 22.03.2024 JHata: 22.03.2024 Hara: 22.03.2024
rabad - 300034, Telangana, ndia

Registerad Offion; 8-2-3

I mail&@drraddys.com




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Page2of 5/ Crp. 2 u3 5
Product Nise tablets 100 mg
IIpoaykr Haif3®, tabnerku 100 mr
Batch No / 1 V2400334 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepuu 5000000 Tabnerox
Analytical Report No / : 040002454630 Date of Analysis / ¢ 22.03.2024
AHanuTuyeckuii oTyet No JlaTa ananusa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoACTBA T'ogen ao (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTenb Result / PesyabTaThl ' Specification / Hopma
minutes / He menee 75 % (Q) ot
HomUHansHOTO coaepykaHus Ci3HjaN-OsS
: (Humecynun) yepes 45 MUH.
5 |Water/ Boaa 29% Not more than 6.0 % w/w / He 6onee 6,0 %

Related substances / PoacTsennble npumMecu

Impurity A / [lpumecs A

Below LOQ (LOQ = 0.0057 %) /
Hinke npenena KoIM4eCTBEHHOrO
onpenenenus (ITKO = 0.0057 %)

NMT 0.20 % / He 6omee 0,20 %

Impurity B / Ilpumecs B

0.01%

Impurity C / Ilpumecs C

0.01%

Impurity D / ITpumecs D

Not detected / He obnapy»xena

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oxnee 0,20 %

Remarks : The Product conforms to ND /
IIpumeuanue: ITpoaykT cootBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3aknouenune: OJIOBPEHO

Hata: 22.03.2024

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno:Pravesh [Iposepeno: Rama Kant Onobpeno: Menemxkep / Pykosoaurenb
Rana i ' Manoj Kumar /

Reprint Date / Reprint Date / ' Reprint Date /

Hara: 22.03.2024

Hara: 22.03.2024
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CEPTUOPHUKAT AHAJIN3A
Page3of S/ Crp.3u35
Product Nise tablets 100 mg
I[Ipoaykr Hait3®, tabnerku 100 mr
Batch No / 1 V2400334 Batch Quantity / : 5000000 tablets /
Cepust Ne O61em cepun 5000000 Tabnerok
Analytical Report No / : 040002454630 Date of Analysis / : 22.03.2024
AHanuTHYecKHid oTyeT Ne JlaTa aHanu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npou3BoAcTBA Tonen no (BKI)
Analysis performed according to ND / Ananus nposeaen mo HJ/: ITN012824/03-140119 {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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTeanb Result / PesyabTaThl Specification / Hopma

Impurity E / ITpumecs E

Not detected / He oGnapyxeHa

Impurity F / Ilpumecs F

Below LOD (LOD = 0.0045%) /
Huxe npenena o6napyxenus (I10 =

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

OaHOpPOAHOCTS A03MPOBAHHA

0,
Any unknown individual 0.0045 %) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas
HeupeHTubHLHpyeMas
TpUMECH 0:08%
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
TipuMecei
7 | Uniformity of dosage units / 1.6 | Acceptance value (AV) should be not more

than 15.0 / ITokasarens npuemiemMoctH (AV)
nomkeH Ob1Th He 6oJee 15,0

8 Microbial limits* / MuxpoGuo.

JIOrHYecKasi YHCToTa*

a) Total aerobic microbial
count / Obiuee yucno
a3pOOHBIX MUKPOOPTaHH3MOB

NA

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

Remarks : The Product conforms to ND /
IIpumedanue: [IpoaykT cooTBeTcTBYeT TpebopanusaM HJJ

Conclusion : APPROVED /
3akawouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotorneno:Pravesh IIpoBepeno: Rama Kan Onobpeno: Menemxep / PykoBoaurenb
Rana / Manoj Kumar (@i
Reprint Date / Reprint Date / o Reprint Date /

Hara: 22.03.2024 Hata: 22.03.2024 Harta: 22.03.2024

Regislores Gifice: &
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CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIN3A
Page4 of 5/ Crp. 4m3 5

Product : Nise tablets 100 mg
Hpoayxt  : Haiis®, tabnerku 100 mr
Batch No / 1 V2400334 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepuu 5000000 TabneTok
Analytical Report No / : 040002454630 Date of Analysis / : 22.03.2024
AHaJUTHYECKHi oTueT Ne JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry/ : 01/2027
JlaTa npou3BoOACTBA T'onen go (BXT)
Analysis performed according to ND / Ananus nposeaen no HJI: T1 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne Test / IlokazaTenb Result / PesyabTaThl e Specification / Hopma N
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Ob1uee yncao He 6onee 100 KOE/r
IPOXKKEBBIX 1 MIIECHEBBIX
rpudoB
¢) E. coli NA Shall be absent in 1g/
JomxHbI OTCYTCTBOBaTH B 1 T
9 | Assay/ KosauuyecTseHHoe 98.2 mg/98.2 mr Not less than 90.0 mg and not more than
onpe/ejeHne 110.0 mg C;3H;2N>0sS Nimesulide in tablet /

Or 90,0mr mo 110,0mr C3H;2N-OsS
(HuMecyaun) B Tabnetke

10 |Package/ YmakoBka 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 Tabnerox B IIBX /
IIBX/amomununesom 6nucrepe. [lo 3 | antomunuerom Gaucrepe. Ilo 1, 2, 3 umm 10
6nucrepa BMECTE ¢ MHCTPYKUMEH MO | GJIMCTEpOB  BMecTe C  HHCTPYKUHEH TIo

FIPUMEHEHHIO B NMAYKy KAPTOHHYIO. | IPHMEHEHHUIO B MTAYKY KaPTOHHYIO.
11 |Labeling / MapknpoBka Complies as prescribed / According to ND /
CooteercTBYET TpeOOBaHHUAM B coorBercTBuun ¢ HJ|
12 | Storage conditions / Store protected from light below 25°C / B 3amumeHHoM OT cBeTa MeECTe [MpH
XpaHeHHe Temneparype He Bblie 25°C

13 | Shelf life / Cpox rognoctn 3 years /3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IlpoaykT cooTBeTCTBYET TpeboBaHusM HJJ Saxmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotosneHo: Pravegsh IIpoBepeHo: Rama Kant Onobpeno: Menemkep / PykoBonurens
Rana (5’ / Manoj Kumar D E;!E ‘i
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

CEPTHOUKAT AHAJIM3A
PageSof 5/ Crp. 5u3 5
Product : Nise tablets 100 mg
Hpoayxr  : Hai3®, Tabnerxu 100 mr
Batch No / 1 V2400334 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnetok
Analytical Report No / 1 040002454630 Date of Analysis / 1 22.03.2024

AHanuTH4ecKHi oTueT No Jarta anaauza

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

JlaTa npousBoacTBa Togen po (BKI)

Analysis performed according to ND / Auasnns nposeaen no HJI; 1 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

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.
* Ananuz no nokazaremo «Mukpobuonoruueckas UYHUCTOTa» IPOBOOUTCS MPOWIBOOMTENEM INPU BBIMYCKE MEPHOIUYECKH

(c uHTepBanoMm oaHo ucneitanue Ha 20 cepuii WK He MeHee | pasa B rog). Ilokaszatens MoxeT OblTh He BKItoueH B CepTHdUKaT
aHanuza GupMBslL.

API name (INN) / ADC (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS-1A-233027, NMS-1A-233026
Howmep cepun npouspoautens ADC:
FP Manufacturer API Batch number / FERA00062, FERA00061
Homep cepnu cyGerannuu npoussoauteas I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpousBoaurteanr ADC, crpaHa: Manranam Jlpars sua Opradukc JItn, Uaaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [Iponykr coorBercTByeT TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToxrorosneHo:Pravesh IIposepero: Rama Kant Onobpeno: Menemxep / PykoBogMTens
Rana / \}J\I\ Manoj Kumar

Jv - g e
Reprint Date / Reprint Date / Reprint Date /
Hata: 22.03.2024 Hara: 22.03.2024 Jara: 22.03.2024




