Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
Page 1 of S/ Crp.1u35
Product Nise tablets 100 mg
MpoaykT Haiia®, Tabnetku 100 mMr
Batch No / V2401381 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / 890001750931 Date of Analysis / : 22.05.2024
AHaJIHTHYECKHIi oTyeT Ne HNara ananusa
Date of Manufacture / 1+ 06/2024 Date of Expiry / v 05/2027
JlaTa NpoH3BOACTRA \Comen go (BrA)
Analysis performed according to ND / Ananns nposegen no KJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Na 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 / uzm. Ne 3 ot
28.09.2022)
Ne ' _ Test /MokasaTens _R_c_g_ulT / P_ea;.na_“r_aTu il Specification/ Hopma . |

1 ;Description / OnucaHme

Complies / CooTeeTcTByeT

|

Yellowish white round biconvex tablets with |
smooth surface. / Benble ¢ )KeATORATHIM OTTERKOM
KpYTJibie OBOSKOBBINYIUIbIC TAONETKH € rnagkoi
NOBEPXHOCTHLO.

|
|
i
} |
I

2 |Identification /
THopnsHHOCTH

Complies / CooTBercTBYeT

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 /
Bpemss yaepMBaHMA OCHOBHOIO TNHKa Ha
XPOMATOrpaMMe HCMbITYEMOT0 pacTBOpa NOJKHO
COOTBETCTBOBATH BPEMEHH YAEpKUBaHUS
OCHOBHOTO TIMKa Ha XpOMaTorpaMMe pacTBopa |
craHzaprHoro ofpasia HHMecynauna (pasgen |
«KOoNMH4ECTBEHHOE OnpedeeHHe») |

3 '}ch;age weight and mass
uniformity / Cpeauas macea n |

OAHOPOAHOCTE MACCHI

307.2mg/307.2 mr

Complies / CoorsercrByer

310mg£50%/310Mr£5,0%

18/20 tablets —NMT = 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnetok — He Gonee + 10 %

4 | Dissolution / PacTBopenue

" 101%, 103 %, 98 %, 101 %,
100 %, 101 %,

Not less than 75 % (Q) of labeled amount of
C3H,2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAaNIBEHOTO
conepxanus C 3H1aN-OsS (HUMecynua) uepes

Remarks : The Product conforms to ND /

IIpumeuanue: IIpoayxT cooTBeTcTBYeT TpeGoBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

ITopgrorosneno: Santosh

Kurnur Maury4 (&

[TpoBepero: Pawan Kumar

e

Approved by: Manager / Executive /
Onobpeno: Menenxep / PykoBoanTens
Abhishek Chaunan / /

g

N—
— /

Reprint Date /
Hara: 22.07.2024

Reprint Date /
Hara: 22.07.2024

Reprint Date /

Hara: 22.07.2024




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Page20fS/Crp.2u3 5

Product Nise tablets 100 mg
Ipoayxkr Haiis®, Tabnerku 100 mr C
Batch No / 1 V2401381 Batch Quantity / : 5,000,000 tablets /
CeptaNe || ol ST O6bem cepi 5,000,000 Tabnerok
Analytical Report No / : 890001750931 Date of Analysis / : 22.05.2024
AnaJInTHUYECKHi 0TueT Ne Jlata aHanu3a -
Date of Manufacture / + 06/2024 Date of Expiry / : 05/2027
Jlara npoM3BOACTRA Toxen po (BK.1)
Analysis performed according to ND / Ananu3s mposeaes no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm, Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 /wnam. Ne 3 ot
28.09.2022) :

e Test / lloxasavess Result/ Pesyaurarst Specification / Hopnia =

45 MHH.

5 Water / Bona

i 3.0%

i = ==.

6 |Related substances / PoncTeennbie npumecu

Impurity A / TIpumecs A

Below LOQ (LOQ = 0.0057 %) /
Huke npecna KOMHYECTBEHHOTO
lonpenesenns (IIKO = 0.0057 %)

Impurity B / TIpamecs B

EBelcw LOQ (LOQ = 0.0084 %) /
{Huzce npeaena KOMMYCCTBEHHOTO
!onpcneneuuﬁ (ITIKO = 0.0084 %)
!

Impurity C/ INpamecs C

i
Not detected / ne o6HapyxeHa

Impurity D / I1pumecs D

Below LOD (LOD = 0.0049 %) /
[Hinxke npemena obHapyxenus
(I10 = 0.0049 %)

| Impurity E / TTpumect. E
|

Not detected / ne obHapyxeHa

i-Impurity F / Tlpumect F
|

rﬂlot detected / e obHapyxeHa

Not more than 6.0 % w/w / He 6011?6,0_%

‘NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonee 0,20 %

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

|'NMT 0.20 % / He 6onee 0,20 %
|
|

"NMT 0.20 % / He 6omee 0,20 %

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

Remarks : The Product conforms 10 ND / Conclusion : APPROVED /
Ipumevwaune: [TpoAyKT cOOTBETCTBYET Tpebopauusm HII 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxroroneHo: Santosh 1lpoBepeno: Pawan Kumar Onobpeto: Mengixep / Pyxosoaurens
Kumar Maurya @ » /) Abhishek Chauhan

7= ,,11_
Reprint Date / Reprint Date / Reprint Date /
IaTa: 22.07.2024 JHara: 22.07.2024 Jara: 22.07.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Page3 of 5/ Crp. 3u35
Product : Nise tablets 100 mg
IpoayKT Haiiz®, tabneriu 100 Mr
Batch No / $ V2401381 Batch Quantity / + 5,000,000 tablets /
Cepus Ne O6ben cepun 5,000,000 rabnerox
Analytical Report No / : 890001750931 Date of Analysis / : 22.05.2024
AnannTideckuii oTyer Ne HMara ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jata upon3BoACTBA I'opeu go (BKa)
Analysis performed according to ND / Ananns nposeaen no HJI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. 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 / n3am. Ne 3 ot
28.09.2022) B
Ne Test / Tokazateanr ~ Result/ PesyanTatht Specification / Hopma ]

Any unknown individual
impurity / Exuununas

NMT 0.20 % / He 6onee 0,20 %

' | OAHOPOIHOCTL A03UPOBAHMS

0.02%
HeHAeHTHHULVpyeMas TPHMECH
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 % '
npuMecex .I
7 | Uniformity of dosage units / 2.9 | Acceptarnce value (AV) should be not more than

15.0 / Tlokazatens npuemaeMocti {AV) DomKeH
| GuiTh He Gonee 15,0

8 | Microbial limits* / Mukpob6uosoruueckaa YHcrora*

a) Total aerobic microbial count | NA [Not more than 1000 CFU/g / ‘
|/ Ob1uee yucno azpoOHbIX He 6onee 1000 KOE/r '
MHKDPOOPTaHH3MOB

'b) Total combined yeasts and ~ NA N Not more than 100 CFU/g /

mould count / OBiuee yncno He 6onee 100 KOE/r

HAPOXOKEBEIX H IIECHEBBIX

rpubos

c) E. coli T Na Shall be absent in 1g/

JIOMmKHBI OTCYTCTBOBATE B 1 I

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: Ilponykr coorBeTcTByeT TpeboBanuam HJ 3aknroyenue: OJIOBPEHO
Prepared by / Checked by / Approved by Manager / Executive /
Ilonroroeneno: Santosh [Ipoeepero: Pawan Kumar Onobpero: Menendkep / Pyxopogarens
Kumar Maurya ‘/@: ; Abhishek Chauha

el IS al
Reprint Date / Reprint Date / Reprint Date / =
Jara: 22.07.2024 Hara; 22.07.2024 Jlata: 22.07.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A
Page 4 of S/ Crp.4u3 5

Product : Nisc tablets 100 mg
INpooyxt  : Hais®, Tabnerxn 100 mr
Batch No / : V2401381 Batch Quantity / : 5,000,000 tablets /
Cepiia Ne O0bem cepin 5,000,000 Tabnerox
Analytical Report No / : 890001750931 Date of Analysis / ¢ 22.05.2024
AnanuTHyeckuii oraer Ne Jlata auanusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Harta npoH3BOACTBA TogeH ao (BK:)
Analysis performed according to ND / Anaan3 nposeaen no HI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 {rom 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
N | _Test / HoxazaTean | Result/PeayantaTis _ Specification/ Hopma i

9 | Assay/ KonnuecTBennoe 99.4 mg / 99.4 Mr | Not less than 90.0 mg and not more than 110.0 mz._,|

ompegecHHe (:H;aN=20:8  Nimesulide in tablet /

Or 90_.0 M pile] 110,0 mr Cl,\H;:N:OsS
(numecynuna) B Tabnerke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10';
|biister. 3 blisters and patient |blisters and patient information leaflet in a carton.
| information leaflet in a carton. /|/ Ilo 10 Tabnerox B IIBX / anomuHHeBOM |
ITo 10 TabneTok B | 6aucrepe. Ilo 1, 2, 3 niu 10 6nuctepos BMecTe ¢
[IBX/amomunresom Onucrepe. | MHCTpyKuMed 1no  MNpPUMEHEHHIO B TIa4yky
Ilo 3 OGnucrepa BMecTe C|KapTOHHYIO.

WHCTPYKLHEH 1O TIPUMEHEHHIO B
NavyKy KapTOHHYIO.

11 |Labeling / Mapknposxa Complies as prescribed / | According to ND /

12 | Storage conditions / Xpanenne | Store protected from light below 25°C / B 3awmiueHHOM OT CBETa MeCTC NpH

CooTtBetcTBYCT TpeboBaHHAM B coorsercrenu ¢ HJ|

TemnepaTtype He sbnie 25°C

13 | Shelf life / Cpox roanocru 3 years /3 roma
i
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: ITponykt coorseTcTByeT Tpebopanusam HII 3akawyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Mangger / Executive /
IToprorosneno: Santosh [IposepeHo: Pawan Kumar Onobpeno: Mene ep/ PykoBomutens
Kumar Maurya ﬁ_’ P [ Abhishek Chauha
e = ” /
Reprint Date / Reprint Date / Reprint Date /
Mata: 22.07.2024 Jara: 22.07.2024 Hara: 22.07.2024

n“ sintered §

Tel: »04 IlJ




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

PageSof5/Crp.sus 5

Product Nise tablets 100 mg

IMponywxr Haii3®, tabnerku 100 mr

Batch No/ 1 V2401381 Batch Quantity / : 5,000,000 tablets /
Cepus Ne _ |OBuewm cepun 5,000,000 TabneTok
Analytical Report No / : 890001750931 Date of Analysis / : 22.05.2024
AHanuTHYECKHI oTyeT No Jara anaauza

Date of Manufacture / : 06/2024 Date of Expiry / : 052027

JMata mpon3BoacTBa Toaen go (Bx)

28.09.2022)

Analysis performed according to ND / Auaaus nposeacu no HJ; T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / nam. Ne 3 o

*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 nokasaremo «MukpoBuonoruueckass 4HUCTOTa» TIPOBOAHICH [POU3BOAMTENEM MPH BBINYCKE TEPHOTHYECKH
(c muTepBanom oaHo HCMbITaHUE Ha 20 cepuit Unu He MeHee 1 pasza B roa). Ilokasatens Moxer 6biTh He BKmodyen B Ceprudimkar

aHanu3a (nipMbl.

API name (INN) / A®C (MHH):

Nimesulide / Humecyaun

API manufacturer batch number /
Homep cepun npousBoautTens APDPC:

NMS-1A-243018, NMS-1A-243019

¥P Manufacturer API Batch number /
Homep cepnn cyGeranunu npousogutens IJIdD:

FERA00239, FERA00240

API Manufactured by & country /
IIpouzBogurent, ADC, ctpana:

Mangalam Drugs and Organics Ltd, India /
Masnranam dpars sun Oprauyuxe Jlta, Manus

Remarks : The Product conforms to ND /
Ilpumeyanne: [Iponykr coorBeTcrByeT TpeboBauuam HJT

Conclusion : APPROVED /
3akmouenue: OMOBPEHO

Prepared by /

Kumar Maurya

IMonrorosneso: Santosh

Checked by /
Ilposepeno: Pawan Kumar

Approved by: Manhger / Executive /
Onobpeno: Menegxep / Pykosoautens
Abhishek Chauli )

/
\

Reprint Date /
Jara: 22.07.2024

Reprint Date /
Hara: 22.07.2024

Reprint Daic /
Hara: 22.07.2024




