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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Pagelof4/ Crp. 1 us 4
Product Nise tablets 100 mg
HpoAykr Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2401948 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepun 5000000 Tabnerox
Analytical Report No / : 890001764990 Date of Analysis / 1 29.09.2024
AHaJIHTHYecKuH oTueT No HaTa ananuza
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
JlaTa NpoU3BOACTBA T'omen mo (BK.I)
Analysis performed according to ND / Auaaus nposegen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / u3m. Ne 3 ot
28.09.2022)
Ne | Test / IlokazaTen Result / P;I}y.ﬂbTaTbl Specification / Hopma ]

1 |Description / Onucanue

Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / DBenele ¢ XenTOBaTLIM
OTTEHKOM KpYTJIbIE NBOAKOBLIMYKJIbIe TabNeTKU
C [VIAJKOM MOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTH

Complies / CooTBetcTBYyET

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 ynep:xHBaHHSI OCHOBHOIO |

NMKa Ha  XpOMAaTOrpaMMe  MCIIBITYeMOro
pacTBopa HOJKHO COOTBETCTBOBAaTh BpPEMEHH
yIOepXKHBaHUs OCHOBHOTO nHKa Ha
XpoMarorpamMme  pactsopa  CTaHIapTHOIO
obpazua HUMECYIuAA (pazpen

«KonMyecTBEeHHOE OTIpeJesICHUE)

3 | Average weight and mass
uniformity / Cpeansis macca
M OXHOPOJHOCTH MACCHI |

|'

‘ 308.3 mg/308.3 mr

Complies / CooTBETCTBYET

310 mg+5.0 % /310 Mr£5,0 %

18/20 tablets —NMT + 5 % /
18/20 Ttabnetok — He bonee = 5 %

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

4 |Dissolution / Pacrsopenue
101 %,

101 %, 102%, 102%, 101%, 101%,

Not less than 75 % (Q) of labeled amount of
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHansHoro cogepxanns Ci3H2N2OsS
(HuMmecynun) yepes 45 MHUH.

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBauusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toprorosneno: Noor ITposepeno: Santo?é‘iumar Opobpeno: Menemxep / Ey/msoz{menb
Mohammad Y/ Maurya (A . Amit Kumar NS

//Y:; y !“ s JX /
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.09.2024 Hara: 29.09.2024 Jata: 29.09.2024

=

Registered Cifice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2800, Fax: +51 40 4900 2998, Ernail: maii@drreddys.cem
CIN: L35185AP1884PLCOD4EDY
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page 2 of 4/ Crp. 2 u3 4

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tabnerku 100 Mr
BatchNo / 1 V2401948 Batch Quantity / : 5000000 tablets /
Cepufl No O6bem cepun 5000000 Tabrerok
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024
AHaJiiTHYEeCKHil oTueT Ne Jlara ananusa
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
Jata NpoussoiacTea [Tonen a0 (Br)
Analysis performed according to ND / Ananns nposeaen no H/I: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N |_ Test / Iloxa3arens Result / PesyabTaTsi i Specification / Hopma

5 |Water/Boaa 2.9 % wiw | Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoncTBenuble npumecu

Impurity A / Tlpumecs A

Impurity B / IIpumecs

Impurity C / IIpumecs C
Impurity D / ITpumecs D
Impurity E / Ilpumecs E
Impurity F / [Tpumecs F

Any unknown individual
impurity / Enunuynas

Below LOQ (LOQ = 0.0057%) /
Huke npenena KOIM4ECTBEHHOTO
onpeaenenus (ITIKO = 0.0057 %)

0.02%
Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / He oOHapy»xeHa

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.0143%) /

NMT 0.20 % / He 6osnee 0,20 %

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

NMT 1.5 % / He 6onee 1,5 %

O}.‘lHOpOHHOCTb A03UpOBaAHUA

HeuneHTUPHIHpYemast Hioke npenena KoAM4eCTBEHHOTO
NMpHUMECH onpenenenus (IIKO = 0.0143%)
Total impurities / Cymma 0.02 %
npuMecei |
|
7 | Uniformity of dosage units / 5.1

Acceptance value (AV) should be not more
than 15.0 / Tlokasartens npuemiaemMocTH (AV)

Remarks : The Product conforms to ND /
Ipumeuanue: [IponykT coorBercTBYeT TpeboBanusIM HJ|

Conclusion : APPROVED /
3akawuyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Noor IIposepeno: Santosh Kumar Opnobpeno: Menemxep / @KOBOHI/ITCHL
Mohammad m Maurya %; Amit Kumar ‘[&,‘\/

Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tal: 461 40 4900 22800, Fax: +91 40 2200 299¢, Ernail: meii@drreddyz.com

CIN: L8S1054PL038PLCINISDT
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Disit. Sclan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

wynwdrraddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page 3 of 4/ Crp. 3 u3 4

Product Nise tablets 100 mg
IlpoAaykT Hait3®, tabaerkn 100 mr
Batch No / 1 V2401948 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024
AHaJINTHYECKHH oTYeT Ne JlaTa aHanu3a
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
Jara Ipou3sBOACTBA TI'ogen oo (BKJI)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Na 3 ot

Ne Test / Ilokazarean

Result / Pe3yabrarbl

i o Specification / Hopma 7_7
| JNIOJDKEH OBITH He Oonee 15,0

8 Microbial limits* / Mukpo6uonoruieckas yncrora* -
a) Total aerobic microbial ' NA Not more than 1000 CFU/g/
count / O61ee yucno ' He Gonee 1000 KOE/r
a3poGHBIX MUKPOOPraHU3MOB ‘ |
|b) Total combined yeasts and . NA | Not more than 100 CFU/g /-
| mould count / Ob1ee uncno | He 6osee 100 KOE/r
| APOMOKEBBIX U IIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/ -
JloymkHB! OTCYTCTBOBATH B 1 T
9 | Assay/ KoanuecTBeHHOE | 98.4 mg/98.4 mMr Not less than 90.0 mg and not more than
onpefejicHHe | 110.0 mg Ci3H>N>0sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr Ci13H;2N20sS
(uumecynun) B TabneTke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomununerom Gnucrepe. ITo 3 | antomunueBom Guuctepe. Ilo 1, 2, 3 umu 10
6nucrepa BMecTe ¢ MHCTpyKUuell 1o | 6micTepoB  BMecTe ¢ WHCTPYKLHMEH 1o
[PUMEHEHHIO B IaYKy KapTOHHYIO. | TPUMEHEHHIO B NaYKy KapTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBAHUAM B cooteetcTeuu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3aumMimeHHOM OT cBeTa MecTe npu

Remarks : The Product conforms to ND /
Ilpumeuanue: IIponaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akiarwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITogrotosseno: Noor IIpoBepeno: Santosh Kumar Onobpeno: Menemxkep / Pykosonureis
Mohammad (Y) Maurya @/ Amit Kumar '/X(/

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.09.2024 Hata: 29.09.2024 Hara: 29.09.2024

Registered Cifica:

Tel +6i

404800 2900, Faxe +51 40 4500 2999, Email:
304507

s drredays.com

8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

maii@drreddys.cem
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page4 of 4/ Crp. 4 n3 4

Product : Nise tablets 100 mg
Ipoaykr  : Haiiz®, Tabnetku 100 mr
BatchNo / 1 V2401948 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepuu 5000000 Ttabnerox
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024
Anajiutuyeckuii otuyeT Ne JlaTa anaauza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTa pousBoAcTBA |T'open no (BKA)
Analysis performed according to ND / Ananus nposeaen no 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N _ Test / Ilokazarean Result / PesyabTaTsl Specification / Hopma
XpaHenue | TeMmrieparype He Boiuie 25°C

13 | Shelf life / Cpok roasocTn | 3 yearsﬁ roxa

*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.
* Apanuz 1o Tokazaremo «MHKpoOHonoruyeckas 4YHCTOTa» MPOBOAMTCA TPOW3BOIAMTENEM MPH BBIMYCKE MEPHOINYECKH
(c uuTepBaoM 0aHO McmbITanue Ha 20 cepuil unu He mMeHee 1 paza B rox). [lokaszarens MoxeT ObITE He BKNIOUEH B CepTHduKaT
aHAIH3a (PUPMBIL.

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

API manufacturer batch number / NMS/14070436, NMS/14070438

Homep cepun nponssoantensa ADC:

FP Manufacturer API Batch number /

Homep cepun cydcTanuuu npoussoautens I'JIdD:

FERA00443,FERA00444

API Manufactured by & country / Aarti Drugs Ltd., India /

IMpouszBogurens APC, crpana: Aaptu Jlpars JItn., Unaus

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

IIpumeuanue: [Iponykt cooTBeTCTBYET TpeboBanuam HJ{ 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[Toprororneno: Noor IIpoeepeno: Santosh Kumar Ono6peno: Mernemxep / PykoBoauTtens
: -~

Mohammad m Maurya % Amit Kumar j&/

Reprint Date / Reprint Date / Reprint Date /

Iara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024

A

2, Banjara Hilis, Hyaerabad - 500034, Telangana, India
(0 4900 299%, Ernail: maii@drreddyz.com
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