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Hata npoussoacTsa

T'ogen no (BKII)

CEPTU®UHKAT AHAJIU3A
Page 1 of4/ Crp.1n3 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2402753 Batch Quantity / : 5000000 tablets /
Cepnst Ne O0Bem cepud 5000000 Tabnerox
Analytical Report No / : 890001783647 Date of Analysis / : 29.12.2024
AHnaJIuTHYeCKH}i oTueT Ne JlaTa ananuza
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027

28.09.2022)

Analysis performed according to ND / Anaiu3 nposeaen mo H/: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3M. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot

Ne Test / llokazaTeanb
1 Description / Onncanue

Result / Pesyibsrarsl
Complies / CooTBeTCTBYET

_____ Specification/Hopma
Yellowish white round biconvex tablets with
smooth surface. / Befble ¢ KENTOBATHIM |
OTTEHKOM  KpYrJible  [BOSIKOBLIMYKJIbIE

TabJIeTKH C rnaaKoil MOBEPXHOCTBIO.

2 | Identification /
| IMoaUHHOCTD

3 | Average weight and mass
uniformity / CpeaHsist Macca
H OTHOPOJHOCTBH MACChI

Complies / CooTBeTcTBYET

309.0 mg /309.0 mr

Complies / CooTBeTCTBYET

1310 mg+5.0%/310 Mr+5,0%

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
yIep)KHBaHUA  OCHOBHOTO  IMKa  Ha
XpOMaTOrpaMme MKCIBITYEMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BPEMEHHU
yOEPXKUBaHMS ~ OCHOBHOrO  INUKa  Ha
| XpoMaTorpamme  pacTBopa  CTaHIApTHOIO |
obpazua HUMeCyuaa (paznen
«KonuuecTBeHHOE onpeneneHue»)

18/20 tablets —NMT + 5 %/
18/20 tabnerok — He 6oyiee £ 5 %

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

i

Dissolution / PacTeopenne

98 %, 98%, 96%, 97 %, 98 %, 98 %,

Not less than 75 % (Q) of labeled amount of
C3H|2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

| HoMuHaneHOrO comepxanusa Ci3H12N2OsS

Remarks : The Product conforms to ND /

Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusm HJ{

Conclusion : APPROVED /
Saxawuenne: OJOBPEHO

Prepared by /
[Moarorosneno: Santos

h
Kumar Maurya :a,

Checked by /
ITpoBepeHo: Pardeep Kumar

-

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoautens
Amit Kumar /\ =

\/

Reprint Date /
JlaTa: 79 12 2074

Reprint Date /
Tlata: 29 17 2024

Reprint Date / !
TaTa: 29 12 2074

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel +61 4G 4950 2900, Fax: +61 49 2200 2999, Ernail: maii@drreddys.com

CIN: L85195APL984PLCONA507T
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Dr.Reddy’s Q‘:‘T

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Page 2 of 4/ Crp. 2 n3 4

Product Nise tablets 100 mg
IpoaykT Hait3®, Tabnerku 100 mr
Batch No / 1 V2402753 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 890001783647 Date of Analysis / 1 29.12.2024
AnaJjinTH4eckHii oTyeT Ne Jara anann3za
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
Jarta npousBoacTBa Togen po (BKI)
Analysis performed according to ND / Ananus nposeaen no H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / usm. Ne 3 ot
28.09.2022)

N T Test / IlokazaTenan

Result / PesyipTaThl |

Specification / Hopma
(Hrumecynun) yepes 45 MUH.

Not more than 6.0 % w/w / He 6osniee 6,0 %

5 | Water/Boaa 2.4%
| |
6 | Related substances / PoacTBeHHble mpuMecH
Impurity A / IIpumecs A 0.01%
0.02%

Impurity B / IIpumecs B
Impurity C / ITpumecs C
Impurity D / llpumecs D
Impurity E / ITpumecs E
Impurity F / TIpumecs F

Any unknown individual
impurity / EquHnuHas

Not detected / He oGHapyxena
Not detected / He obHapy xeHa
Not detected / He obHapy xeHa
Not detected / He oOHapykeHa

Below LOQ (LOQ = 0.0143 %) / Huxe
npesena KOMMYECTBEHHOTO OMpeeIeHus

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gousee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

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

7 | Uniformity of dosage units /
OAHOPOAHOCTE 103HPOBAHHSA

HEUIOSHTHPHLUpYeMast (ITKO = 0.0143%)
MPUMECH
|
| Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npumeceit
R 26 Acceptance value (AV) should be not more 1

than 15.0 / IlokazaTens NpHeMaeMOCTH
(AV) nomxeH ObITh He Gosiee 15,0

Remarks : The Product conforms to ND /
Ilpumevanue: [TpoaykT cooTBeTCTBYET TpeOoBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Tloxgrorosneno: Santosh
Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBonurens

Amit Kumar t
S

Reprint Date /
Jata: 29.12.2024

Reprint Date /

Jata: 29.12.2024

Reprint Date/ |
JaTa: 29.12.2024

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tel: +51 10 4960 2900, Fax: +5

1104900 2996, Email: meii@drreddys.com

CIN: L85195AP1081PLCGNA507
wadrreddys com




Dr. Reddy's Laboratories Ltd.
Forrnuiation Unit-6
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Dl’. Reddy’s Q'..‘ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page3 of4/ Crp.3 uz 4

Product : Nise tablets 100 mg
IpoaykT : Haiiz®, tabnerkn 100 Mr
Batch No / : V2402753 Batch Quantity / : 5000000 tablets /
Cepus Ne O061eM cepun 5000000 Tabnerok
Analytical Report No / : 890001783647 Date of Analysis / ¢ 29.12.2024
AHasiuTH4YecKNii oTyeT No JlaTa anannsa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
Jarta npousBoacTea |Tomen go (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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)

M | Test/Mokasatenr | Result/Pesyabtatst | Specification/Hopma
8 | Microbial limits* / MukpoGuoJioruteckas yncrora* B
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuee uucio He Gonee 1000 KOE/r
a3pOo6HBIX MHKPOOPraHM3MOB
' b) Total combined yeasts and NA ‘Not more than 100 CFU/g / o
mould count / Obwee yucno He 6onee 100 KOE/r
JIPO3OKEBBIX W [IECHEBBIX
rpubor
¢) E. coli NA Shall be absent in 1g/
JIOMKHBEI OTCYTCTBOBATH B 1 1
9 | Assay/ KosuyecTBeHHOE 99.1 mg/99.1 mr Not less than 90.0 mg and not more than
| | onpenesienne 110.0 mg C3H2N-0sS Nimesulide in tablet
' /

Or 90,0mr mo 110,0 Mr Ci13H;aN2OsS
| | (HuMecynun) B Tabnetke

10 |Package/ YmakoBka 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 Tabnerok B a carton. / Ilo 10 Tabnerok B IIBX /
NBX/amomunuesom Oauctepe. [lo 3 amomuHueBoM bauctepe. [To 1, 2, 3 unu 10
6aucTepa BMECTe C MHCTPYKUMelH 1o | 6aucTepoB BMECT€ €  MHCIPYKLMEH 1O

PUMCHEHUIO B [MAUYKY KAapTOHHYIO. NPAMEHEHUIO B MMAYKy KapTOHHYIO.
_— | -
11 |Labeling/ MapknpoBka Complies as prescribed / According to ND /
CooreeTcTBYyeT TpeGOBaHUAM B cooteerctBrnu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3amMuieHHOM OT cBeTa MecTe NpH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanusam HJ| 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Santosh [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoguTens
Kumar Maurya p Amit Kumar  / L
= i PANE
Reprint Date / Reprint Date / Reprint Date / !
Jara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Oifice: 8-2-337, Road Ne. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +61 40 1960 2900, Fax: 10 4900 2998, Email: maii@drreddys.com
P1A8UPLIDNA507

vedriedavs.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Paged4 of 4/ Crp. 4 uz 4

Product ¢ Nise tablets 100 mg
[Opoaykr  : Haii3®, Tabnerku 100 mr
Batch No / 1 V2402753 Batch Quantity / : 5000000 tablets /
Cepusn No O6BeM cepuu 5000000 tabaerok
Analytical Report No / : 890001783647 Date of Analysis / : 29.12.2024
AHajuTHYecKHii oTueT Nt Jara anaaunsza
Date of Manufacture / : 12/2024 Date of Expiry / : 1172027
JlaTa npou3BOACTBA I'ogen ao (BKUI)
Analysis performed according to ND / Anasnus nposexen mo HJ/I: 1T N012824/03-140119 (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 ot
28.09.2022)

Ne | Test/okazarean | Res_ul_t[ PesynbTaTbl __ Specification / Hopma

-XpaHeHue TiéwilrﬁrepaType He Bbie 25°C

|13 _|Shelf life / Cpok roxHocTH 3 years / 3 roza

L
*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 o mnokasarteno «MukpoOHosoryueckass YMCTOTa» MPOBOAWUTCS NPOM3BOAMTEIEM NPH BHINYCKE TMEPHOAUYECKH
(c uHTEpBaNoOM 0aHO HcmbITanke Ha 20 cepuii WK He MeHee 1 pasa B ron). [Tokasarens MoxeT ObITh He BKIoYeH B CepTHdHKAT

aHann3a (pHpMBL.

API name (INN)/ A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS/14100698
Homep cepuu npoussoanresst ADC:
FP Manufacturer API Batch number / FERA00618
Howmep cepun cybcTannun npoussogutesisi I'JIdD:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouzpoautens A®C, cTpana: Aaptu pars JIta., Uuaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoxroroBneHo: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: Menexep / PykoBogurtens
Kumar Maurya @ Amit Kumar / —

/ . (}L_’— " { \\ .:,*,,——
Reprint Date / Reprint Date / Reprint Date/ |
Hata: 29.12.2024 Hara: 29.12.2024 Hata: 29.12.2024

Registerad Office: 8-2-337, Road N«

fel: 121404960 2300

3, Banjara Hills, Hyderabad - 500034, Telangana, India
mailsmnii@drreddys.com
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