Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Page 1 o0f4/Crp. 1 uz4

Product : Nise tablets 100 mg

Ipoaykr  : Haiiz®, Tabnerxu 100 mr

Batch No / : V2402280 Batch Quantity / : 5000000 tablets /

Cepun Ne OGnem cepun 5000000 Tabnerok
Analytical Report No / : 890001772539 Date of Analysis / : 14.11.2024
AHaauTHueckuii oryer Ne Jata ananuza ]
Date of Manufacture / 1 10/2024 . Date of Expiry / + 09/2027

JlaTa npou3BoacTea Toaen go (BrT)

28.09.2022)

Analysis performed according to ND / Ananus nposenes no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wn. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 oT

N | Test/loxasarens | Result/ Peayatrarst

1 | Description / Onucaaue i Complies / CoorseTcTBYyET

,- Specification / Hopma i

| Yellowish white round biconvex tablets with
smooth surface. / bBeable ¢ KeJMOBaThIM

| OTTenKOM KpyTIThle JBOAKOBBITIYKNBIE TabsIeTKH

| ¢ rnagKoil MOBEPXHOCTRIO.
: !

2 |ldentification/ Complies / CooTBeTcTBYCT

INognnunocte

| 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 YIEpXXHBaNHA OCHOBHOCO |
NHKa HAa  XPOMAarorpaMMc  HCTILITYEMOrQ
pacTBopa AOKHO COOTBETCTBOBATH BPEMEHH

YAEPAHUBaAHHSA OCHOBHOT0 nuka Ha
NXpOMarorpaMMme  pacTsopa  CTaHUapTHOTO
oGpa3ua HUMeECYNHUIa (pazpen

«KonuuecTBeHHOT ONpPEACNCHHEN)

3 | Average weight and mass 310.1 mg/310.1 mr
uniformity / Cpeansan macca

Complies / CoorBeTcTBYET
H OAHOPOJHOCTH MACCHI

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

18/20 1ablels —-NMT £ 5 %/
18/20 TaGneTok — He Gonee £ 5 %

2/20 tablets —- NMT £ 10 %/
|2/20 Ta6ncrox  nc Gonce L 10 9%

4 |Dissolution/ PacTBopenue 96 %, 98%. 97%, 97%, 98%, 98%,

Not less than 75 % (Q) of labeled amount of
Ci3H)2N~O;S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT
HOMHHabHOrO contepanns CjaH;aN-0s5

Remarks : The Product conforns to ND / . Conclusion : APPROVED /
ITpumeyanne: [poayxr cootsercTayeT Tpebosannam HJI 3axmwouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ToaroTosiaeHo: Santosh [Tporepeno: Pawan Kumar Onobpero: Meuemkep / Pyﬁ_gaomrrenb
Kumar Maury: ,‘Z g i : ; N

umar Maurya ! ,z?z__ Amit Kumar f/\‘//
Reprint Date / Reprint Date /! Reprint Date/
Hara: 14.11.2024 Hara: 14.11.2024 Ilara: 14.11.2024
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CEPTHOHKAT AHAJITIZA
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Jlara npoR3BOACTEA

Product Nise tablets 100 mg

Mpoaykr Haila®, tabnericu 100 mr

Batch No / 1 V2402280 Batch Quantity / : 5000000 tablets /

Cepua Ne Ob6bem cepunt 5000000 Tabnerox Dull
Analytical Report No / : 890001772539 Date of Analysis / + 14.11.2024
AnamurHaecknii order Ne JlaTa aHaaH3A

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

T'open go (Bri)

28.09.2022

Analysis performed according to ND / Anaju3 nposeges mo HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 or

No | Test / loka3aTeas

[ Specification / Hopma _
|(HHMecymul) yepe3 45 MuH,

5 Water / Boaa

6 | Related substances / Pon

3.2

[Not more than 6.0 % w/w / He Gonee 6,0 %

CTHEHHBIE NpIIMECH

i Impurity A / Tlpumecs A
Tmpurity B / [Tpumecs B

Impurity C / [Ipumecs C
Impurity D / ITpumecs D

Taputity E / TIpumecs T
Impurity F / ITpumecs F

Any unknown individual
impurity / Equanunas
HeugeHTHNLUpyemas
[pHUMECH

Total impurities / Cymma

(o=

‘ Below LOD (LOD =0.0019 %) /
Husxe npenena o6Hapyxenns (10 =

10.0019 %)
| 0.03%

0.0049 %)

0.02%

0.05%

Not detected / He oéHapymeHa

Below LOD (LOD = 0.0049 %) /
Huxe npenena obnapyxenns (I10 =

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

NMT 0.20 % / He 6osnce 0,20 % > |
|

NMT 0.20 % / He 6osnee 0,20 %

NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

MMT 0.20 % [ He Annee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to ND /
Hpumedanne: [IpofyKT cootBeTcTBYeT Tpedosanuam HJ{

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ToaroTosneno: Santosl TIposepeno: Pawan Kumar Onobpeno: Menemxep / PykosoanTens
Kumar Maurya ( }7 Amit Kumar /\t, ;
Reprint Date / Reprint Datc / Reprint Date /

Iata; 14.11.2024 Iara: 14.11.2024 Iara: 14.11.2024

S v
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QanopoIROCTL J03HPOBAHUA

Product : Nise lablets 100 mg B
Mpoayer @ Haiia®, TaGaerku 100 mr
Batch No / 1 V2402280 Batch Quantity / :+ 5000000 tablets /
Cepun Ne Obem cepitn 5000000 Tabretok
Analytical ReportNo / : 890001772539 Date of Analysis / : 14.11.2024
AHanuTHYeCKHit oTuer No Jara anannsa
Date of Manufacture / 5 10/2024 Date of Expiry / : 09/2027
Jlara npomasoacTsa Comen po (i)
Analysis performed according to ND / Ananus nposeaen_no HIL: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
| N Test / [lokazaTent —— “Result/ PesyantaTs! | _ Specification / Hopma
ripumMecei |
7 | Uniformity of dosage units / 1.7 Acceptance value (AV) should be not more

than 15.0 / [lokasarens upuemiemoct (AV)
nonxeH 6b1Th BE Bonee 15,0

Assay / KonuuecTrBeHHOE

Microbial limits* / MuxpoGiooruseckan yucrora*

a) Total acrobic microbial | NA [Not more than 1000 CFU/g/
| count / OBmee aHciIO | ; | He 6onee 1000 KOE/r
| a3pOGHBIX MUKPOOPTaHUIMOB | |
b) Total combined yeasts and ' NA - Not more than 100 CFU/_g/
mould count / Obuiee yucno He 6onee 100 KOE/r
JPOMOKEBBIX U [IECHEBRIX
rpubos
¢) E. coli NA Shall be absent in 1g/ i

JlomKHbI OTCYTCTBOBATE B 1 T

onpepenenue

99.3 mg/99.3 mr

Not less than 90.0 mg and not more than
110.0 mg C3H;2N205S Nimesulide in tablet /
Or 90_,0 M no 110,0 Mr C]JHnN:OsS
{(HnMmecymma) 8 TabliéTKe

10 |Package/ ¥nakoexka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflct
in a carton. / [lo 10 Tabnerox B
TIBX/amomuuuesom 6ancrepe. Ilo 3
fnucTepa BMecCTe ¢ HHCTpyKuuel 1o
TPAMEHEHHIO B Mayky KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnetox & [IBX /
amomuHuesom 6nuctepe. o 1, 2, 3 v 10
fnyMcTepoB BMECTE € WHCTpyKLMe# o
NPUMEHEHHIO B NIa4Ky KapTOHHYO.

“Remarks : The Product conforms to ND /
Ipumeuanne: Ipoaykr cooTseTcTByeT TpedosaHiiavM HII

Conclusion : APPROVED/
Jaxmovenne: QJJOBPEHO

Prepared by /

Kumar Maurya

[Tozrorosieno: Santosh

e

Checked by /
Iposepeno: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menepkep / PyxoBoauTensb

Amit Kumar /&/ ..:-'L':"

Reprint Date /
Hara: 14.11.2024

Reprint Nate /
Hara: 14.11.2024

Reprint Date /
Jata: 14.11.2024
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Product ¢ Nise tablets 100 mg

Oponayxr  : Haiia®, tabnerku 100 Mr

Batch No / 1 V2402280 Batch Quantity / : 5000000 tablets /
Cepun Ne O6nem cepun 5000000 Tabnerox
Analytical Report No / : 890001772539 . Date of Analysis / : 14.11,2024
AHanuTHuecknii oTuer Ne Juara apanmsa

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

Jlara npon3soACTEA Toaeu po (Br.I)

Analysis performed according to ND / Anauins nposeaer no HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Nu 3 oT
28.09.2022)

" Ne | Test/Mokasarens | Result/ PE?)JEE:T_STI_‘I oy o . ___$_pgciﬁc'a?i_q;; (TInp:nn
11 |Labeling / Mapkuposka Complics as prescribed / | According to ND /
CoorserctBycT TpeboBaHuAM i B cootsercrBum ¢ HJT
i _]_Z_ISt(;aae conditions / Store protected from light below 25"() / B 3ammmeHHOM OT CBCTa MecTe n_p;{
 Xpanenue Temneparype He Bolice 25°C
i - == — — — i e— =,
| 13 | Shelflife / Cpok roanocTu 3 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.

* Apanus’ no noxasatemo «MpnkpobHosoruueckas YMCTOTa» NPOBOAMTCH MPOU3BOAWTENEM MPH BBIYCKE MEPHORAUYCCKH
(c uHTEpBAIOM OIHO HcTEITaHue Ha 20 cepHit win He Meree 1 pa3a B ron). [lokasatens Moxer 6b1TE He BkJroueH B CepTydpukar

aHanusa (hupMeL

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

API manufacturer batch number / . | NMS/14080511, NMS/14080534

Homep cepunt nponssogutens ADC:

FP Manufacturer API Batch number / FERA00486, FERA00529

Homep cepu cyGeranuun npoussognress [JI®:

APT Maunulactwed by & counbry / Aarti Drugo Ltd., India /

Iponssoanrens ADC, ctpana: Aaptu [Ipars Jitn., Nuaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeyanue: [Iponykt coorrercTByeT TpeboBanuam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneHo: Santosh, [TpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar Maurya Jﬁ} !g Amit Kumar ‘/\e _’:’L::/
Raprint Nate / Reprint Date / Reprint Date / :

Hara: 14.11.2024 Hara: 14.11.2024 JlaTta: 14.11.2024




