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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJM3A
Pagelof4/ Crp. 1 us3 4

Product : Nise tablets 100 mg :
Ipoayir Haiia®, Tabnerku 100 mr
Batch No / t V2401951 Batch Quantity / : 5000000 tablets / “w——
Cepua Ne O6bem cepunt 5000000 Tabnerok
Analytical Report No / : 890001764949 Date of Analysis / : 29.09,2024
ARaTnTHYECKHI oTyeT Ne Jara ananusza :
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
Jata npoH3BoAcTBA I"ojen po (B11)
Analysis performed according to ND / Ananus nposeaen mo HJL: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
N | Test/okasareas Result/ Pesyanratol Specification / Hopma

1 |Description/ Onucanne

Complies / CooTeetcTByeT

[Yellowish white round biconvex tablets with
smooth surface. / benble € KENTOBATHIM
[ OTTEHKOM KPYTAbIE ABOSKOBLIIYKIIbIE TabneTkH
l € rNagKkoH MosepXHOCTLIO.

Identification /
MoanunuocTs

Complies / CooTBeTcTBYET

i"'-l‘he relention time of prncipal peak in the|
| chromatogram  of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep®URAHUA OCHORHOTO
NUKa Ha  XpOMATOrpaMMe  HCIIBITYEMOIO
pacTBOpa HOMMKHO COOTBETCTBOBATH BpEMEHM
yIepKHBaHUS OCHOBHOI'0 nHKa Ha
{XpoMaTorpaMme  pacTBOpa  CTaHNapTHOTO
| obpasua HUMECYJIMAa (pazzen
| «KonuuecTBeHHOE ONpeaeneHHE)

Average weight and mass
uniformity / Cpeaunas macca
H OAHOPOAHOCTb MACCHI

309.4 mg /309.4 mr

Complies / CootBeTcTRYET

| (-
1310mg:i:5‘0%/310mrd:5,0%

| 18/20 tablets —NMT = 5 %/
18/20 Ta6nerok — He Gonee £ 5 %

‘ 2/20 tablets —NMT + 10 %/
} 2/20 Tabnetok — He Bomee + 10 %

Dissolution / PacTsopenie

102 %, 102%, 102%, 102%, 100%, | Not less than 75 % (Q) of labeled amount of

101 %,

|C13H)3N-05S nimesulide is dissolved in 45
[ minutes / He menee 75 % (Q) ot

| HomuHansroro copepxanus CiaH)2N20sS
| (Humecyana) yepes 45 MuH.

Remarks : The Product conforms to ND /
IIpumeyanne: [IpoaykT cooTBeTcTBYeT Tpebosanuam H]I

Conclusion : ATPROVED /
Sarurouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Noor IIpoepeno: Santosh Kumar Ono6peno: Menewxep / Pykosoautens
Mohammad M, Maurya ™ Amit Kumar P(—‘?
Reprint Date / Reprint Date / Reprint Date / )

Hara: 29.09.2024 Hata: 25.09.2024 Hara: 29.09.2024

raiad ~ SO8034, Telanasna, india
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CERTIFICATE OF ANALYSIS

CEPTHDHAKAT AHAJIM3A

Page 2 of 4/ Crp. 2 y3 4

Product ; Nise tablets 100 mg

Ilponyxr @ Haia®, tabrerxn 100 mr

Batch No / : V2401951 Batch Quantity / : 5000000 tablets / S
Cepnsi N Ob6nem cepun 5000000 Tabnetok
Analytical Report No / : 890001764949 Date of Analysis / : 29.09.2024
AnannTuieckil oruer Ne Hdarta ananunsa

Date of Manufacture / 1 09/2024 Date of Expiry/ v 08/2027

/laTa npoN3BOACTBA Topen no (BKu)

Analysis performed according to ND / Anaans nposegen 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 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / n3am. Ne 3 o
28.09.2022)

N Test / [lokazarens [ Result / Pesyantmarst ~_ Specific ication / Hopma
5 |Water /Boaa 3.1% wiw Not morc than 6.0 % w/w / He Gonee 6,0 % .
|
|
|
| —_— — _ - — _—
| 6 |Related substances / PoacTeentsie npumecit il
| Impurity A / ITpumecs A Below LOQ (LLOQ = 0.0057%) / NMT 0.20 % / He Gonee 0,20 % |
Hixe nipenena koaMiecTBEHHOTO :
onpenenenus (ITKO = 0.0057 %)
Impurity B / [Tpumecs 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / TIlpumecs C | Not detected / re oGHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpiimecs D Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Tmpurity E / Ipumecs E Not detected / ve obHapyxena NMT 0.20 % / He 6onee 0,20 % |
Impurity F / ITpumecs F | Not detected / e o6Hapy:kena NMT 0.20 % / He Gonee 0,20 % I
Any unknown individual NMT 0.20 % / He 6osee 0,20 %
impurity / Enuanunas i 0.02%
HeHAeHTHHLIMpYeMast !
IpUMECh |
Total impurities / Cymma [ 0.04 % NMT 1.5 % / He 6onee 1,5 %
nprMecei
7 | Uniformity of dosage units / | 38 Acceptance value (AV) should be not more
OpHOPOAHOCTH AO3MPOBAHKA than 15.0 / INoxkasarens npuemaemocT (AV)
Remarks : The Product conforms to ND / ) Conclusion : APPROVED /
Ilpnmeuanue: Ipomykt COOTBCTCTB)’CT TpebopanusM HII 3axmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Toarorosneno: Noor IIposepeno: Santosh Kumar Opobpeno: Menenxep / PykoBoaMTeNb
Mohammad m Maurya -ﬁ'-__ Amit Kumar F(\y
Reprint Date / Reprint Date / Reprint Date / .
Iara: 29.09.2024 Jata: 29.09.2024 Ilara: 29.09.2024

Registered Olizor A
o
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTH3A

Page3 of 4/ Crp. 3 a4

Product ; Nise tablets 100 mg

Ipoayir @ Haiis®, tabnerky 100 mr

Batch No / 1 V2401951 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bbem cepun 5000000 Tabnerok
Analytical Report No / : 890001764949 Date of Analysis / : 29.09.2024
AHATHTHYCCKHIT oTueT No Jara anajgusa

Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027

JlaTa NpOH3BOACTBA Cogen Ao (Bka)

Analysis performed according to ND / Ananus nposeaen no HII: 11 N012824/03-140119 (amend Ne 1 from 08,06.2020 /
u3m. Ne | 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

onpegciicHHe

28.09.2022)
" Ne | Test/Jlokasarens = Result / P_esy.anz_Uu = — 4 Sgccnﬁcatlon / Hop;a ﬁ__ i
‘ ZomkeH 6uiTs 11e Gonee 15,0 |
8 | Microbial limits* / Mukpo6uonoruyeckan ancrora* iR L = R
| a) Total acrobic microbial NA Not more than 1000 CFU/g / |
| count / OBwee uncno He Gonee 1000 KOE/r |
| 23pO6HBIX MHKPOOPraHW3MOB ] |
|b) Total combined ycasts and | NA " | Not more than 100 CFU/g / =
| mould count / Obuiee yucno | He 6onee 100 KOE/r
OPOXOKEBBIX U TUTECHEBLIX |
rpubos
— ——— — 4
¢) E. coli NA Shall be absent in 1g/
Homkuel vreyrersosats 8 1 1
9 | Assay/ KosnuecTBeRHOE 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 /
i Or 90,0mr mo 110,0mMr C13Hi2NaOsS
(uumecynun) B TabneTke

10 Packag_e / ¥Ynaxopka

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. / [To 10 Tabmerok B carton. / Tlo 10 Tabnerox B IIBX /
TIBX/amoMuHreBoM Giuctepe. [lo 3|amommmenom 6rucrepe. ITo 1, 2, 3 wnu 10
6nucTepa BMECTE C MHCTPYKUMEH TIO [ BIMCTEPOB  BMECTE € MHCTPYKLMEH 1O
NPUMEHEHHMIO B aYKY KAPTOHHYIO. | MTPUMEHEHHIO B NAUKY KApPTOHHYIO.

11 |Labeling / Mapkupoeka

According to ND /
B cootsetcTrnn ¢ HI

Complies as prescribed /
CootseTcTBYET TpeGOBAaHHAM

12 |Storage conditions /

Storc protceled from light below 25°C / B saumincHHOM OT CBETA MecTe MpH

Remarks : ‘The Product conforms to ND /
Ilpamevanue: [TpoaykT cooTBeTCTBYET TpeboBaruam HJT

Conclusion : APPROVED /
Zakmiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroToBnexo: .Nog [TposepeHo: Santosh Kumar Onobpeno: Menexep / PyKOBOJII/lTeI[b
Mohammad  §\'; Maurya lﬁﬁ; Amit Kumar ‘/&_, /
Reprint Date / Reprint Date / Reprint Date / 5

Jlata: 29.09.2024 Hara: 29.09.2024 Harta: 29.09.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Dr. Reddy's Laboratories Ltd.
Zorrulation Unit-6

Vil Khol, Nalagarh Road, Badd,
Distl. Soliun, H P, 173 205, INDI4&
Tol : +61 86156 56001-02

v drraddys.com

Paged of 4/ Ctp. 4 u3 4

JlaTa npon3BoACTBA

Product : Nise tablets 100 mg

Npoaykr  : Haiia@, Tabnerky 100 Mr B

Batch No / : V2401951 Batch Quantity / : 5000000 tablets / |
Cepun Ne O6hem cepun 5000000 Tabnerok
Analytical Report No / + 890001764949 Date of Analysis / : 29.09.2024
AnanuTHyecKiii oTuer Ne Hara ananuia

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

Toaen go (BxT)

28.09.2022)

Analysis performed according to ND / Auanns nposegen mo HJI: [T N012824/03-140119 (amend Na 1 from 08.06.2020 /
nan. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / wam, Ne 2 ot 10.08.2020, amend N 3 from 28.09.2022 / wam. Ne 3 ot

Ne | Test/Iokasareis

i Xpadenne

_ Result/ Posyawrars |
| Temneparype ne seiue 25°C

Specification / Hopsa

I 13 | Shelf life / Cpox rogHOCTH E§ years /3 rona

*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,
* AHanuz Mo nokasatemo «MHKpOBHONOTHYECKAs 4HCTOTa» IMPOBOLWTCA TMPOM3BOANTENEM IPH BBLITYCKE NEPHOAMYCCKH
(c MHTEpBAIOM OIHO MCTbITanHe Ha 20 cepHii win we mexee 1 pasa B ron). Tlokalatens MoxeT GBITL He BKJIOMEH B Ceptudmkar

anann3a ipast.

API name (INN) / A®C (MHH):

Nimesulide / Humecynna

API manufacturer batch number /
Homep cepus npoussogurteasa ADC:

NMS/14070438, NMS/14080440

FP Manufacturer API Batch number /

Homep cepun cybceranunn npouseoantens LJIW:
API Manufactured by & country/
TIpoussoanrens APC, cTpana:

FERA00444, FERA00445

Aarti Drugs Ltd., India /
Aaptn Jpars JIta., Uuavs

Remarls : The Product conforms to NI /
Ipumeyansne: [1poaykT coorsercTRYeT Tpebopannsm HII

Conclusion :

Zaxkaouenue: OJOBPEHO

APPROVED/

Prepared by /

Mohammad

Moarorosnexo: Noor

f

g=

Checked by /
[IposepeHo: Santosh Kumar
Maurya |

=

Amit Kumar

Approved by: Manager / Executive /
Onobpeno: Mexemxep / PykoBoguTeNb

Reprint Date /
Jara: 29.09.2024

Réprint Date /
Iara: 29.09.2024

Reprint Date

JTata: 29.09.2024

/
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