Dr.Reddy’s & T

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIM3A
Pagelof4/Crp. 1 u3 4

Product : Nise tablets 100 mg
Ilpogykr  : Haiiz®, tabnerkn 100 mr
Batch No / 1 V2402299 Batch Quantity / + 5000000 tablets /
| Cepusi Ne O6bem cepau 5000000 Tabnerok
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
AHAJIHTHYECKHIE oT4eT No Jara anannia
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JdaTta npou3BoACTB2 . I'onen ao (Bx) |
Analysis performed according to ND / Ananns nposeaes no HJI: [1 N012824/03-140119 (amend Me 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / m3m. Ne 3 ot
28.09.2022)

Ne | Test / [Tokazatenn Result/Pesyapraret | Specification/ Hopma |
1 |Description/ Onncanue Complies / CoorseTcTBYCET | Yellowish whitc round biconvex tablets with |
|smooth surface. / beable c¢ xentoBaTbIM
OTTEHKOM KpYTJIble JBOAKOBBIMYKIIbIE TabneTku
C rIIaJIKOM TIOBEPXHOCTBIO.

2 |Identification / Con-ﬁ)lies / CooTBeTcTBYCT The retention time of principal peak in the
g chromatogram of ‘test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»HBaHHA OCHOBHOTO
NHKa Ha XPOMATOrpaMMe  WCIBITYEMOro
PACTBOPA AOMKHO COOTBETCTBOBATE BPEMCHH
YACPXKHUBAHHS OCHOBHOTO nH1Ka Ha
XpPOMATOTpaMMe  pactBopa  CTAHAAapTHOTO
obpasua HUMECYNHIA (pazoen
«KonuyecTBeHHOE onpeleerne»)

lognunnocTn

3 | Average weight and mass 308.7 mg /308.7 mr 310mg£5.0% /310 Mr+ 5,0 %

i "mity 1’ Y . .
:n(:::omﬁuo?ﬁ:z::"m Complies / CooTBercTByeT 18/20 tablets — NMT = 5 % /
> 18/20 Tabnetok — e Honee = 5 %

[2/20 tablets ~NMT = 10 % /
| 2/20 Tabnerok — He Gonee £ 10 %

4  |Dissolution / PacTeopeHHe 97 %, 97%, 99%, 99%, 99%, 100%, | Not less than 75 % (Q) of labeled amount of
C13H,2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

| sHomuHaaeHoro cogepxanna Ci3H zN2OsS

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeyanue: [TpoayKT cOOTBETCTBYET TpeboBanusm ‘H/I 3akawuenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Exccutive /
[Togrorosiieno: Santosh IIpoBepeHo: Pawan Kumar Onobpeno: Menemxep / PykoBoauTes
Kumar Maurya L%-' Amit Kumar /\(\ (o

/ zg,. I
Reprint Date / Reprint Date / Reprint Date / )
Hara: 14.11.2024 Jara: 14.11.2024 Jata: 14.11.2024




Dr.Reddy’s @3¢ | vt
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Product 1 Nise tablets 100 mg
Mpoayskr _ : Haiia®, Tabnerxu 100 mr
Batch No / 1 V2402299 Batch Quantity / : 5000000 tablets /
Cepust Nz ; O6nbem cepun 5000000 Ttabnerok
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
AHATHTHYECKHIT 0TYeT J\o Harta ananusa
Date of Manufacture / + 10/2024 Date of Expiry / v 09/2027
JlaTa npouM3Boacrsa I'ogen oo (BrT)
Analysis performed according to ND / Ananu3s nposeaex no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. No 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)

| e Test / Hoxaszarean | Result/Pesyaprars | Specification /
(Humecynua) uepes 45 MuH,
5 | Water/ Boaa 3.6% | Not more than 6.0 % w/w / He 6onec 6,0 %
6 | Reclated substances / Poacreennsie npuyecy i ] : - _ e ws B _
l i Impurity A / Tlpumecs A Below LOD (LOD = 0.0019 %) / NMT 0.20 % / He 60ncc 0,20 % I'
Huxe npenena obHapyxenus (ITO = |
0.0019 %)
Impurity B / Tlpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Not detected / He 0bpapyxeHa
Impurity C/ ITpumecs C NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0049 %) /
Impurity D/ HpHMer D Hike npenena 06HapymeHHﬂ (HO = [NMT 0.20 % / He 6onee 0,20 % l
0.0049 %) /
|
Impurity E / Tpumecs E Not detected / 1e obrapyxena NMT 0.20 % / He 6ostee 0,20 % |
Impurity F / ITpumecs F Not detected / He obrapyxena NMT 0.20 % / He 6onee 0,20 % |
Any unknown individual 0.02° NMT 0.20 % / He 6onee 0,20 %
impurity / EnMandHas ok
HEHACHTUQHLHpYCMas
NpUMECH
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpiumeuanne: [Ipoaykt cooTBeTCTRYET TpeboBaunsM H]I 3axmouenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Tloarorosneno: Santosh Ilpoepeno: Pawan Kumar Onobpeno: Mernenxep / PykoBOINTENb
Kumar Maurya i Amit Kumar LN
Zoe - f/\v’ e
Reprint Date / Reprint Date / Reprint Date / L
Jara: 14.11.2024 Jata: 14.11.2024 Jara: 14.11.2024
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Product : Nise tablets 100 mg

AHaNUTHYECKUH 0rYeT No

IpoaykT : Haita®, tabnetku 100 mr

Batch No / 1 V2402299 Batch Quantity / : 5000000 tablets /

Cepua Ne O6rem cepnu 5000000 TtabneTok
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024 ]

Jata ananusa

[ata npomzsojcyea

Date of Manufacture / 1 10/2024 Date of Expiry / : 09/2027

Foaen a0 (Bra)

28.09.2022)

Analysis performed according to ND / Ananus nposeaeH o H—I_[ 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / =]
winm. 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. Na 3 or

Ne | Test / [loxazaTens
| npuMecei

,- _Specification / Hopaa

| =

Result / Pe3yabTathl

7 | Uniformity of dosage units /
OaHopoaHOCTh Z03HPOBAHNSA

[ Acceptance value (AV) should be not more:
than 15.0 / [Tokazatens pHeMACMOCTH (AV)
| nomxeH ObIThL He Gonee 15,0

3.6

8 | Microbial limits* / MukpoOuosiornueckas yucrora*

onpenpeJieHie

. a) Total acrobic microbial NA Not more than 1000 CFU/g/— _
count / Obiree uncno He 6onee 1000 KOE/r
a3po6HbIX MUKPOOPTaHHU3MOB
b) Total combined yeasts and NA “Not more than 100 CFU/g /
mould count / OBiuiee uucno He 6onee 100 KOE/r
HLPOMOKEBBIX U MICCHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
Josiuel oTeyTeTBOBaTE B 1 T
Y | Assay / KuianyeeisenHue Y82 e/ Y8 I [ Nul less thau 90.0 mg and net mare thian

1110.0 mg C3:H)>N2OsS Nimesulide in tablet /
|Or 90,0mr po 110,0mMr  C;3H;2N2OsS
| (#umecynun) B Tabnetke

" 10 |Packape/ 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 Ttabnerok B|carton. / Ilo 10 Tabmerox B IIBX /
[IBX/amomuunesom 6rmcrepe. Mo 3 | anromuunesom Gaucrepe. Ilo 1, 2, 3 wim 10
GnvcTepa BMecTe © HHCTPYKIIHEH no|6nncrepos BMeCcTE C  MHCTpykumel 110

TIPUMEHEHHIO B [IAYKY KapTOHHYIO. h JIPUMEHEHHIO B Na4KY KapTOHRYIO.

Remarks : The Product conforms to ND / Conclusﬁ :&PP_ROVED /
IIpumeuanne: ITpodyKT cooTBETCTBYET TpedosanusM HJT Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loarotosneno: Santos&?I [Iporepeno: Pawan Kumar Onobpeno: Menemxep / Pyk&f_(_)m-:nns
Kumar Maurya ? i Amit Kumar =

—r = ff\-\({/
Reprint Date / Reprint Date/ Reprint Date /
Hara: 14.11.2024 Hara: 14.11.2024 Hara: 14.11.2024
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A
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Product ;  Nise tablets 100 mg

Opoayxr  : Haiiz®, tabnerkn 100 mMr

Batch No / 1 V2402299 Batch Quantity / + 5000000 tablets /
Cepus Ne Obnem cepiin 5000000 TabaetTox
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
Anajvradecknii oryet No Jlara aHanu3a

Date of Manufacture / : 10/2024 ; Date of Expiry / : 0972027

HMarta nponsBoacTea Foaen no (i)

Analysis performed according to ND / Auasius nposexen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wim. 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 / nam. Ne 3 ot

128.09.2022)

N | Test / IloxkazaTens Result / Peyaptats) | ' Specification / Hopma
11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CoOoTBeTCTRYET TPeOOBalHAM B cootbercTeum ¢ H/Q
B @)r_;g_e conditions / Store protected from light below 25°C / B 3allMUIEAHOM OT CBETa MeCTe fpH
Xpanenne TeMneparype He eoluie 25°C |
13 [Shelflife/ C p()?c rO/IOCTH 3 years /3 rona . ]

*The manufacturer performs the “Microbiological Limits” test at releasc periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis,

* Ananys 0o mnokasaTemo «MukpoSuonornyeckas 4YMCTOTa» MPOBOAWTCA TIPOM3BOAMTENEM MPM BBIMYCKE NEPHOIMYECKH
(c MHTEpBANOM ORHO MCMBITaHKe Ha 20 cepwit Unu He MeHee 1 pasa B rox). Ilokasarens MoxeT GuiTh He BkntoyeH B Ceptudukar

aHany3a GUpMBL.
API name (INN)/ APC (MHH): Nimesulide / Humecynnj
API manufacturer batch number / NMS/14090582, NMS/14080534
Homep cepun nponssognresina ADC:
FP Manufacturel: API Batch number / * | FERA00551, FERA00529
Homep cepun cyberannni nponzsoantens IJIdD:
API Manufactured by & country / Aarti Drugs Ltd., India /
ITponzeogurens ADC, erpana: Aaprtu Apars Jua., Meaua
Remarks : The Product conforms to ND / : Conclusion : APPROVED /
I pnmeuanne: [ponykt coorsetcTByeT TpeboBanusm HI Jakmodenue: OJOBPEHO
Preparcd by / Checked by / Approved by: Manager / Executive /
Iloarotoeneno: Santosh [posepeno: Pawan Kumar Onobpeno: Mernemxep / PyxoBoauTtenb
Kumar Maurya ﬁ Amit Kumar L
Reprint Date / Reprint Date / ! Reprint Date /-
Jara: 14.11.2024 Hata: 14.11.2024 Hara: 14.11.2024




