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CERTIFICATE OF ANALYSIS

AxHaauTideckHii oryet No

CEPTHDOHKAT AHAJIU3A
Page 1 0of4/Crp. 1u3 4
Product : Nise tablets 100 mg
Mpopywxr  : Hafia®, rabacrku 100 mMr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepun Ne - O6Lem cepii 5,000,000 TabneTok
Analytical Report No / : 040002524412 Date of Analysis / 1 18.05.2024

Jara aHannza

Date of Manufacture /
Jara nponmssoacrea

: 04/2024 Date of Expiry / : 032027

Conen xo (vici)

Analysis performed according to ND / Ananuz nposeaen no HJI: 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 / n3m. Ne 2 oT 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot

28.09.2022)
Ne | Test/Mokazateas __Result/ Peayastars 2N Specification/ Hopma
1 |Description / Onucanue Complies / Coorsercryer | |Yellowish white round biconvex tablets with

smooth surface. / BeJible ¢ XeNTOBATbIM OTTEHKOM
KpyTJjble NBOAKOBBIMTYKAbIE TAGNETKU C rnamkoi

TIOBEPXHOCTHIO.
2 |Identification / Complies / Cootsercreyer | The retention time of principal peak in the
Hoanunuocts chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMsa ynepXuBaHWS OCHOBHOIO [MKA Ha
XPOMATOrPaMMe HCIILITYEMOTO PACTBOPA AOJIKHO
COOTBETCTBOBATh BpEMEHU YAEpPXHUBaHHA
OCHOBHOTO [MKa Ha XPOMaTOrpaMME pacTBOpa
CTaHOapTHOrO ofpasua HuMecynuaa (pasmen
«KonuyecTreHHOE onpeneneHue»)
3 | Average weight and mass 309.6 mg/309.6 Mr 310mg£5.0%/310 Mr+5,0%
:I::i(:{l;m;t};{/o(cjr:z:ias::s:::acca Complies / CooTseTcTByeT 18/20 tablets —NMT + 5 %/
pox 18/20 Tabnerok — He Gonee £ 5 %
2/20 tablets —NMT + 10 % /
2/20 tabnerok — He 6onee + 10 %
4 |Dissolution/ PacTBopenue 94%, 92 %, 93 %, 93 %, 98 %, | Not less than 75 % (Q) of labeled amount of

98 %, Ci3H12N-20OsS nimesulide is dissolved in 45
minutes / He meree 75 % (Q) OT HOMHHANEHOTO
coaepxanda C3H[2N2OsS (numecynnn) uepes

|45 MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
[Ipumeuanmne: [1poaykT coorsercrayer Tpebopanuam HIT 3axmovenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: Ramakant IpoBepeHo: Pardeep Kumar Onobpeuo: Menemxep / Pykopoantens
Pavan Kumar Sharma {, .
s | ="
Reprint Date / Reprint Date / Reprint Date / g
JHara: 18.05.2024 Hara: 18.05.2024 Hara: 18.05.2024

Registerad Office: 8-2-337, Road No. 2. Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +01 40 4800 2989, Emaii: mail@drreddys.com

CliN: LE52954P1984PLCO0AS507
eavwdireddys,.com
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CEPTHOHKAT AHAJTU3A
Page2 of 4/ Crp. 2 u3z 4

Product + Nise tablets 100 mg
[MpoaysT Hajfia®, tabnetkwn 100 Mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepust Ne Obnem cepun 5,000,000 rabreTok
Analytical Report No / : 040002524412 Date of Analysis / + 18.05.2024
AnanutaueckKuii oT4er Ne Jlara ananusa
Date of Manufacture / : 04/2024 Date of Expiry / + 03/2027
JlaTa npou3BoAcTEa Tonen ao (B&a)
Analysis performed according to ND / Auaans nposeaen o H/L: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne | Test / lokazaTenb : _Result / Pesyaprarsi - 59?93@“?.@@ /.H‘?P_';!?___ N = ~
i L I 2.9% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeniLIe npuMecH —hine B — = j

Impurity A / [Tpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He Gonee 0,20 % N
Hinke npenena obuapyxenus (110
|=0.0019%)
Impurity B / ITpiimecs B 10.01% NMT 0.20 % / He 6onee 0,20 %

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

Impurity C / Ipumece C | Not detected / He oOHapykeHa

Below LOD (LOD = 0.0049 %) /
Hisie npenena o6uapyxenus (T10
= 0.0049%)
| |
' [NMT 0.20 % / He Gonee 0,20 %
Not detected / He 0OHapyxeHa J

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

Impurity D / ITpumece D

Impurity E / I[Ipumecs E

Impurity F / TIpumece F

Not detccted / ne oGHapyxena

Below LOQ (LOQ = 0.0143 %) /
Husxe nipeaena KOMUYECTBEHHOTO
onpenenenna (ITKO = 0.0143 %)

Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EavHH4Has
HEHJEHTHHUUpYEMan

npHMech

Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 % ‘
ripumecei |

Conclusion : APPROVED /
3axknwouende: OJJOBPEHO

Remarks : The Product conforms to ND /
Hpumesannc: [Tpogykr coorsercrnyer Tpebosanusay HJT

Prepared by / Checked by /
[ToarotroBnero: Ramakant [1pogepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Opobpeno: Menemkep / Pygosoautens
Pavan Kumar Sharma . I\& e

/_._%

.—-""';

Wl L
Reprint Date / .

Reprint Date /
Jara: 18.05.2024 Iata: 18.05.2024

Reprint Date /
Hara: 18.05.2024
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leaflet in a carton. / o 10 Tabnerok
B TIBX/antomuAneBoM GamcTepe.
Ilo 3 6mucrepa BMeCTe C
WHCTPYKIHEH 10 UPUMEHEHHIO B
nayky KapTOHHYIO.

CEPTHOHKAT AHAJII3A
Page3of4/ Crp.3m3 4
Product : Nise tablets 100 mg '
Ipoayxr Haii3®, tabnerku 100 mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepun No OGnem cepiH 5,000,000 rabretok
Analytical Report No / : 040002524412 Date of Analysis / : 18.05.2024
AuagHrHyeckuii oTyer Ne Jata aHaan3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027
JlaTa Npon3BOACTBA Togex xo (BXN)
Analysis performed according to ND / Anaaus nposeaen no HJI: [TN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wzm, Na 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne. Test/ Moxasatens |  Result/Pesynyraret | Specification/Hopma _ _—
7 | Uniformity of dosage units / 28 Acceptance value (AV) should be not more than
OAHOPOAHOCTL JO3HPOBAHHA 15.0 / [Mokazarens npuemaemocTd (AV) momkcH
6piTh He Gonee 15,0
8 |Microbial limits* / MuxpoGuoaornueckas uucrora* B .
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Odwwee uncno He 6onee 1000 KOE/r
a3pO0HEIX MHKPOOPTraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obee uncno He 6onee 100 KOE/r
| IIpOXOKCBBIX H TIECHEBBIX
rpubos
[c) E. coli NA 3 Shall be absent in 1g /
JlomxHbl OTCYTCTBOBATH B 1 T
9 | Assay/ KonnuecTsenunoe 100.6 mg/ 100.6 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeieHHe Ci3H;aN2OsS  Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr C3Hp2N2OsS
(uviMecynH ) B Tabnetke
10 |Package/ ¥nakoBka 10 tablets in PVC/aluminum blister. | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
3 blisters and patient information |blisters and patient information leaflet in a carton.

/ Ilo 10 Tabnerox B TIBX / amomMHHHEBOM
6aucrepe. [1o 1, 2, 3 uau 10 61MCTEPOB BMECTE €
MHCTpYKUWCH# 10 TPUMEHEHUIO B  MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND /
T pumeuanue: [Tpoxykr coorBeTcTBYeT TpeboBaHuaM HJ|

.Conclusion : APPROVED /
Zakawouenne: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager / Executive /
llonrotoBneno: Ramakant | llposepeno: Pardeep Kumar 'Opobpeno: Meneaskep / PyKosoun1eib
Pavan Kumar Sharma /. =
/ C:Lr ‘-J___ P
Reprint Date / : Reprint Date / Reprint Date /
Hara: 18.05.2024 Hata: 18.05.2024 Hara: 18.05.2024
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CEPTHOHKAT AHAJIN3A
Paged4of4/ Crp. 413 4

Product : Nise tablets 100 mg
Mpoayxr  : Haifs®, abnerku 100 mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepia Ne Obnem cepun 5,000,000 Tabnerok
Analytical Report No / 1 040002524412 Date of Analysis / : 18.05.2024
Auaaurngecknii otueT No JlaTa aHaJin3a
Date of Manufacture / + 04/2024 Date of Expiry / + 03/2027
HaTa upoussoacTea Toaxen a0 (BKJ)
Analysis performed according to ND / Anaans nposeaes no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / s13m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 o1
28.09.2022)

Ne Test / [lokasaTens f Result/ Pesyabrtater | Specification / Hopma
11 | Labeling / MapknpoBka Complies as prescribed / According to ND /
CootsercTByCT TpebOBaHHAM B cootBercTeuu ¢ HJJ
12 |Storage conditions / ' Store protected from light below 25°C / B 3alWMILEHHOM OT CBETA MECTE [pH
Xpanenue : TeMmreparype He Bbile 25°C
" 13 | Shelf life / Cpox rOAHOCTH : 3 years / 3 roma s

*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.

* Aganui o nokasatemo «MukpoBHONOrHyeckas 4YMCTOTa» MPOBOAMTCA TMPOM3BOMMTENIEM MpPH BbINYCKE MEPHOANIECKH
(c WHTEpBaNOM OfHO McTbITaHue Ha 20 cepuit wiu He menee 1 pasa B rox). [Tokasatens MoxeT 66ITh He Bxo4eH B CepTHdiKaT

aHasm3a GupmbL

API name (INN) / A®C (MHH): Nimesulide / Hamecynun
API manufacturer batch nnmber / NMS/13090881
Homep cepun nponssoautens ADC:
FP Manufacturer API Batch number / FERA00082
Homep cepun cy6eranumu nponzsoguTes LJId:
API Manufactured by & country/ Aarti Drugs Ltd., India /
Tpoussomntens ADC, crpana: Aapty Ipars JItza., Hunus ]
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tlpumeuanue: TTpofyKT cooTBeTcTBYET TpeGosanuam HII 3axarouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBNEHO: amak?}t [Mpogepeno: Pardeep Kumar Onobpeno: Meremxep / PykoBofiTe s
Pavan Kumar Sharma L
Ad . vy L e
/ C‘E’/‘_’_"_ L _‘i/./__
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.05.2024 Hara: 18.05.2024 Jara: 18.05.2024




