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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 1 of4/ Crp. 1 uz 4

Product : Nise tablets 100 mg
Mpogykr  : Haii3a®, Tabnetku 100 Mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepun Ne O6beM cepun 5000000 Tabnetok
Analytical Report No / : 890001783751 Date of Analysis / 1 29.12.2024
AHaJINTHYECKHiT 0THeT No Jara aHaanza
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa NpoU3BOACTBA Togen g0 (Bx.)
Analysis performed according to ND / Ananu3 nposeaen no HJ1: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Ilokazarenn | Result / PesyabTarthbl Specification / Hopma |
1  |Description / Onucanue Complies / CooTBeTcTBYyET Yellowish white round biconvex tablets with |
smooth surface. / Benble ¢ xentoBarbiM :
OTTEHKOM  KPYTible  JIBOSKOBBIMYKJbIC
TabJeTKH C IaaKoi MOBEPXHOCTIO.

2 | Identification / Complies / CooTBeTcTByET The retention time of principal peak in the|
MoannHHOCTH chromatogram of test solution should|
correspond to retention time of principal
peak in Nimesulide standard solution
chromatogram  under Assay / Bpewms
I yIOEp)KMBAHUS ~ OCHOBHOrO  MHKa  Ha
XpOMATOrpaMMe MCIBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpEMEHH
YOEPXKUMBAHHS  OCHOBHOTO  NHKa  Ha
XpOMATOrpamMe pacTBopa CTaHOAPTHOro
obpasua HUMecCyuaa (paznen
«KonuyecTBeHHOE ONPENCTICHHE)

3 Average weight and mass 312.6 mg /312.6 Mr 310mg+£5.0% /310 Mr+5,0 %

;lr)lf(;rom:)tyﬂ/o(s:)j:laﬂ;::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 % /
AHOPOA 18/20 Tabnerok — He 6onee + 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerox — He 6onee £ 10 %

4 |Dissolution / PacTBopenue 97 %, 99%, 98%, 96 %, 99 %, 99 %, |Not less than 75 % (Q) of labeled amount of
C13H2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHUHanbsHOTO cofepxanus Ci3Hi2N20sS

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanue: [TponykTt coorBeTcTBYET TpeboBanusM HJI 3akmwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ionrorosieno: Santosh ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonurens
Kumar Maurya ,;]% f ) Amit Kumar L

LA N /\X_//
Reprint Date / Reprint Date / Reprint Date / !
Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Cifice: 8-2-337, Road Ne 3, Banjara Hills, Hyaerabad - 500034, Telangana, India
fal; +61 40 4900 2800, Fav: +41 49 4900 2998, Ernail: meii@drreddys.com
CIN: L351 a84PLCONAS0Y

vemw.drizdaye.com
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CEPTUOUKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 u3 4

Product Nise tablets 100 mg
IIpoayxkt Haiiz®, Tabaerxu 100 mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepus No Oo6bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001783751 Date of Analysis / : 29.12.2024
AHaJsiuTH4YeCcKHii oTyeT No JlaTa anaausa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npon3BOACTBA I'ogen po (BKIT)

Analysis performed according to ND / Axaau3s nposeaex no HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wsm. 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. No 3 ot

Any unknown individual
impurity / Equauunas

Below LOQ (LOQ = 0.0143 %) / Hixe
npenena KOMMYECTBEHHOTO OIpPEeCICHHA

28.09.2022)
Ne Test / [loxazaTenn Result / Pe3yas1athl - Eﬁggtig{; / W
(HuMecynun) yepes 45 MHUH.

5 |Water/Boaa 2.6% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoxcTeennble npumecu B -
Impurity A / Ilpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / He 06HapykeHa NMT 0.20 % / He Gonee 0,20 %
Impurity E / Tlpumecs E Not detected / He o6Hapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / [lpumecs F Not detected / He 0GHapyxeHa NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

|
|

HeuaeHTHdUIHpyeMast (ITKO = 0.0143%)
| npumeck
|
| Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
| IpuMEcen
7 | Uniformity of dosage units / 2.2 Acceptance value (AV) should be not more

| OZ[HOpOIIHOCTb AO3UpOBaHHA

(AV) momxen 6biTs He Gonee 15,0

than 15.0 / [Toka3aTesb NpUEMIEMOCTH

Remarks : The Product conforms to ND /

Ipumeuanne: ITponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
INoaroroeneno: Santosh
Kumar Maurya (4

—t—

Checked by /
IIpoeepeno: Pardeep Kumar

/‘

<

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykoonurens

Amit Kumar L
/A/‘\/'

Reprint Date /
Jata: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date / '
Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, tiyderabad - 500034, Telangana, India
Tel: +51 4G 4900 2900, Fax: +91 40 4800 2998, Eraail: maii@drreddys.com
CIN: L85125API93IPLCINAE07

wawvLarredays.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 3 of4/ Crp.3 u3 4

Product Nise tablets 100 mg
IlpoaykT Hait3®, Tabnerku 100 mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepurn Ne O6nem cepun 5000000 tabneTok
Analytical Report No / : 890001783751 Date of Analysis / : 29.12.2024
AHa/IMTHYECKHiT 0TUeT No JlaTa ananusa
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2027
Jara npousBoacTBa I'open xo (BK)

Analysis performed according to ND / Ananus nposesen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
yism. 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 / u3m. Ne 3 ot

28.09.2022)
N [ Test/Moxasatens _ Result/ Pesynbratel ___Specification/Hopwa
8 | Microbial limits* / MukpoGuoJoriyeckas YucTora* |
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obee yncao He 6onee 1000 KOE/r
| a’pOBGHBIX MUKPOOPraHHW3MOB |
| ‘ b) Total combined yeasts and i NA Not more than 100 CFU/g /
i :mould count / O6iee yuciao He Gosee 100 KOE/r
. | IPOXIKEBBIX M [LIECHEBBIX
| rp1bos
: ¢) E. coli NA Shall be absent in 1g /

Jlo/mKHBl OTCYTCTBOBATh B 1 T

Not less than 90.0 mg and not more than

9 | Assay/KoanuecTBeHHoe 100.4 mg/ 100.4 mr
ompejeneHHe 110.0 mg C3H;2N-0sS Nimesulide in tablet
/
Or 90,0mr mo 110,0mr C;3HppN2OsS
(unmecynun) B TabaeTke
| 10 |Package/ Ynakoeka |10 tablets in PVC/aluminum blister. 3 |10 tablets in PVC/aluminum blister. 1,2, 3 or
| | blisters and patient information leaflet in | 10 blisters and patient information leaflet in
| | a carton. / Ilo 10 Tabnerox B|a carton. / Ilo 10 Tabmerox B IIBX /
IIBX/antoMunuesom oauctepe. Ilo 3 | amomuHueBom onuctepe. Io 1, 2, 3 unu 10
6nrcrepa BMeCTe € WHCTPYKUMEH Mo | OGNUCTEpOB BMECTE C MWHCTPYKLHEH Mo
PHUMEHEHHUIO B 24Ky KapTOHHYIO. MPUMEHEHMIO B NAYKY KApTOHHYIO.
11 |Labeling / Mapkuposka ' Complies as prescribed / According to ND / -
CooTBeTCTBYET TpeOOBAHUIM B cooteeTcTBuu ¢ H]I,
12 |Storage conditions / Store protected from light below 25°C / B 3amummeHHoM OT cBeTa MeCTe IMpH
| —

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT coorBeTcTBYeT Tpebosanuam HJT

Conclusion : APPROVED /d_
3axiouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarotornexno: Santosh ITpoeepeno: Pardeep Kumar Onobpeno: Menenxep / Pykosonurens
Kumar Maurya ‘f;}f]\ p Amit Kumar /\ -

Reprint Date / Reprint Date / Reprint Date / T

Jara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-2-337, Road ile. 3, Banjara Hills, iHyderabad - 500034, Teiangana, India

fel: +61 40 4900 2900, Fav: 191 10 1900 2996, Ernail: meii@drraddys.com
CIN: L85195AP1984PLCONAENT

wwaedrieddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 4 of 4/ Crp. 4 uz 4

Product Nise tablets 100 mg
ITpoayxT Haiiz®, tabnetku 100 Mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 TabaeTok
Analytical Report No / : 890001783751 Date of Analysis / : 29.12.2024
AHaJsiuTH4YecKHii oTueT Ne JlaTa aHajn3a
Date of Manufacture / 1 12/2024 Date of Expiry / 1 11/2027
JlaTa npou3BoACTBA Togen go (BkJI)
Analysis performed according to ND / Asaaus nposeaen nmo HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / n3m. Ne 3 ot
28.09.2022)

Specification / Hopra

i Ne-__ Test / IlokazaTenn Result / PesyabraTh! ,

|
XpaHeHue Temmepatype He Bbilte 25°C ‘

Shelf life / Cpox_ rOAHOCTH 3 years/ 3 roga |

*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.

* AHanu3 Mo MnokazaTenro «MHKpPOOUOJIOrHYECcKass YUCTOTay TNPOBOAMTCA NPOM3BOAMTENEM MPH BBIMYCKE MEPHOIHUYECKH
(c MHTepBaNOM 01O ucnbITaHke Ha 20 cepHii UM He MeHee 1 pasa B ron). [Tokasatens MOXKeT GBITL HE BKIKOYEH B Ceptudukar

aHanusa upMeL

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu nponssoaurtesisi ADC:

NMS/14100699

FP Manufacturer API Batch number /
Homep cepun cydcTannmu npoussogurens I'JIdD:

FERA00619

API Manufactured by & country /
Ilpouspoaurear APC, crpana:

Aarti Drugs Ltd., India /
Aaptu [par3 JIta., Muous

Remarks : The Product conforms to ND /

Ipumeuanue: I1poaykT coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
Saxiarouenue: OJOBPEHO

Prepared by / Checked by /

IToarorosneHo: Santosh

Kumar Maurya (d

o

[poeepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemkep / PykoBoauTeb

Amit Kumar //\r L
gl =

Reprint Date /
Jlata: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Registered Offica:

Tal: 481 4

(=)

3, Banjara Hills, Hyaerabad - 500034, Telangana . India

104900 2994, Email: mail@drreddys,com
PLA8APLIONAELT

wadireddys.com




