Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
Pagelof 5/ Crp.1n35

Product Nise tablets 100 mg
IlpoaykTr Haiiz®, Tabnerxu 100 Mr
Batch No / : V2400369 Batch Quantity / : 5000000 tablets /
Ceprin Ne Ofnem copnn 5000000 Tabrerox
Analytical Report No / 1 040002463072 Date of Analysis / : 22.03.2024
AHaJUTHYECKHIT oTueT No JlaTa anann3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npousBoacTBa T'open 0 (BK.JT)
Analysis performed according to ND / Auanus nposeaen no HJI: IT1N012824/03-140119 (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 / u3M. Ne 3 ot
28.09.2022)

Ne ~ Test/ IlokasaTenn | Result / PesyabTaThl B Specification/ Hopmya

1 |Description/ Onucanune [ Complies / CooTBeTcTBYET Yeltowish white round biconvex tablets with

smooth surface. / Benele ¢ )KeITOBATHIM OTTEHKOM
KpyTJjble OBOSIKOBBIMYKIIbIC TAONETKH C INIajKoOit
TTOBEPXHOCTBIO.

Identification /
IMopnuHHOCTEL

Complies / CooTBeTcTBYET

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 ymepkuBaHHs OCHOBHOTO TMHKa Ha
XpOMAaTOTrpaMMe HCIBITYEMOro pacTBOpa A0JDKHO
COOTBETCTBOBATh BPEMEHH YAepKUBaHUA
OCHOBHOIO IMMKA HA XpPOMaTorpamme pacTBopa
craHgapTHoro ofpasua Humecyiuda (pasaen
«KonuuectBeHHOE OpeaeIeHUE)

Average weight and mass
uniformity / Cpeagusisi Macca
H OJHOPOAHOCTH MACCHI

309.6 mg/309.6 mr

Complies / CooTBeTCTBYeT

Dissolution / PacTtBopenue

100 %, 97 %, 97 %, 99 %, 97 %,
99 %

Not less than 75 % (Q) of labeled amount of

310 mg£5.0 % /310 Mr£5,0%

18/20 tablets —NMT £ 5 %/
18/20 Ttabnerok — He bonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 tabaetok — He bonee + 10 %

Ci3H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHaNIBHOTO
copepxxanus CiaHj»N-OsS (Humecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotosneno: Pravesh ITpoeepeHo: Rama Kant Opnobpeno: Mernemxep / PykoBpautesb
Rana Manoj Kumar @-ﬁﬂ

1 ot
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.03.2024 Hata: 22.03.2024 Hara: 22.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page2of S/ Crp.2u3 5

Product : Nise tablets 100 mg
Mpoavkr  : Haiia®, tabnerky 100 mr
Batch No / 1 V2400369 Batch Quantity / + 5000000 tablets /
Cepus N\e Gébeni Ceprin 5000000 TabneTox
Analytical Report No / : 040002463072 Date of Analysis / : 22.03.2024
AHaJuTHdecKnii oTuyet Ne JlaTa anaanza
Date of Manufacture / : 02/2024 Date of Expiry / ¢ 01/2027
JlaTa npon3BoOACTBA Topen po (BKJI)
Analysis performed according to ND / Auanus nposeaen mo HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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)
~Ne | Test/Doxasatean | Result/PesyanTaTil B o Specification / Hopma o

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

6 |Related substances / PogcTBeHHble NpuMecH

Impurity A / T[lpumecs A

Impurity B / ITpumecs B

Impurity C/ Ilpumecs C

Impurity D / Ilpumecs D

Impurity E / Ilpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / EnuHuuHas
neuaeHTHGULMpYyeMas

0.0019%)
0.02%

0.0049%)

0.02%

N NAnTn

Below LOD (LOD = 0.0019 %)/ | NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6Hapyxenns (I10 =

Below LOQ (LOQ = 0.0075%) /
Huxe npenena KOMMUECTBEHHOTO | NMT 0.20 % / He Gonee 0,20 %
onpeneneHust (ITIKO = 0.0075%)

Below LOD (LOD =0.0049 %) /| NMT 0.20 % / He 6oxee 0,20 %
Hwxe npenena obHapyxenus (I10 =

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

NMT 0.20 % / He Gonee 0,20 %

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

NMT 0.20 % / He Gonee 0,20 %

Remarks : The Product conforms to ND /
Ipameyanne: [IponyxT cootBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: O/JIOGPEHO

Prepared by /

Rana

IMoarotoBieHo: Prai?sh

—

Checked by /
IIposepeno: Rama Kant

z

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosoauresns
Manoj Kumar

(gL

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Hata: 22.03.2024

Reprint Date /
Jara: 22.03.2024
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CERTIFICATE OF ANALYSIS

onpenejieHue

(aumecynup) B TabneTke

CEPTHO®UKAT AHAJIU3A
Page3of 5/ Crp.3 mu3 5
Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2400369 Batch Quantity / : 5000000 tablets /
Cepun Ne Oboim cepiin 5000000 rabneTox
Analytical Report No / + 040002463072 Date of Analysis / 1 22.03.2024
Anaantuyeckuii oruer Ne JlaTa anajaunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jata npon3BoacTBa T'open po (Bx)
Analysis performed according to ND / Ananus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3Mm. 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)
Ne Test / IlokazaTennb Result / PesyasTaTsbl Specification / Hopma
npUMech
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 Uniformity of dosage units / 3.2 Acceptance value (AV) should be not more than |
OaHOpOAHOCTL JO3MPOBaHUS 15.0 / TTokasarens npuemiemMoctdt (AV) nomxeH
OBITL He Oonee 15,0
8 |Microbial limits* / MuxpoGuosoruyeckast yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obee uKco He 6onee 1000 KOE/r
a3pOGHBIX MHUKPOOPTraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61uee yucio He 6onee 100 KOE/r
JPOMOKEBBIX U [WIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JODKHEI OTCYTCTBOBaTh B 1 T
9 | Assay/KoanuecTtBeHHoe 99.2 mg/99.2 Mr Not less than 90.0 mg and not more than 110.0 mg

Nimesulide in tablet /
110,0 MI C|3H13N3055

Ci3H12N2058
Or 90,0mr mo

Remarks : The Product conforms to ND /
IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusm HI

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroToBneHo: Pravesh [Tposepero: Rama Kant Onobpeno: Meremxep / Pykosopurenb
Rana oy Manoj Kumar :

j /
Reprint Date / Reprint Date / Reprint Date /

Hata: 22.03.2024

Hara: 22.03.2024

Hara: 22.03.2024




Dr. Reddy's Laboratories Lid
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page4 of 5/ Crp.4m3 5

Product ¢ Nise tablets 100 mg
Npoayxr  : Haiis®, Tabnerxu 100 mr
Batch No / : V2400369 Batch Quantity / : 5000000 tablets /
Cepun Ne O0bem cepiin 500000C tabaerox
Analytical Report No / : 040002463072 Date of Analysis / : 22.03.2024
Ananutuyeckuii oryer Ne Nata anannsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jlara npon3BoACTBa Topen go (Bxi)
Analysis performed according to ND / Auasnns nposenen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. No 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 / m3m. Ne 3 ot
28.09.2022)

Ne | Test/IlokazaTean Result / Pe3y1bTaThl Specification / Hopma

10 |Package/ YnakoBka 10 tablets in PV C/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / Tlo 10 Ttabrnerok B|/ [lo 10 Tabnetok B IIBX / amromuHuHeBOM
[IBX/amomuunesom Gnucrepe. ITo 2 | 6auctepe. Ilo 1, 2, 3 unu 10 6nuctepos BMecTe ¢
6aucTepa BMeCTe C MHCTPYKUMEH MO | MHCTpYKUMel MO MNPUMEHEHHIO B Mauky

NPUMEHEHHMIO B NIaYKy KAPTOHHYIO. | KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootserctByeT TpeGOBaHUAM B coorBerctBuu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuuieHHOM OT CBETa MECTE MpH
| Xpanenue TeMmIepaType He Bollle 25°C
13 | Shelf life / Cpok rognoctn 3 years / 3 ropa

*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.
* Adanuz no mnokaszarento «MHKpOOGHONOTHYECKass YHCTOTa» MPOBOAUTCA MPOHM3BOLHTENEM MpH BBITYCKE NEPHOAMYECKH
(c uHTepBaIOM OAHO HcHbITaHKUE Ha 20 cepull wiau He MeHee 1 pasa B rox). [Tokazarens MoxeT GbITh He BKIO4YeH B CepTHdHKaT
aHaJIM3a (PUPMEL.
API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS/13080776
Homep cepuu npoussoguTeasa ADC:
FP Manufacturer API Batch number /

Homep cepuu cy6cTannuu npouspoautensa I'JI®: RERA0G080

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumevanue: [IpoaykT cooTBeTcTBYET TpeboBaHmsiM HJI 3akmouenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMonrorosneno: Pravesh [Tposepeno: Rama Kant Opobpeno: Menemxep / PykooguTenn
Rana Manoj Kumar

S o ¢
Reprint Date / Reprint Date/ Reprint Date /
Hara: 22.03.2024 Jara: 22.03.2024 Jara; 22.03.2024
Rrpisterod Gifice: 8-2-327, Road Mo, 2, Banjarn Hilic, Hyderabad - 500034, Telangana, India

Tol #0140 4900 2900, Fax +9 00 298¢, Erpail: mail@ doreddys.com
CIN: LEB195AP18R4PLCO0AS07
vavwdireddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
PageS5of 5/ Crp.5u3 5

Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2400369 Batch Quantity / ¢ 5000000 tablets /
Cepusi Ne O0bev cepun 500000C Tabactowr
Analytical Report No / : 040002463072 Date of Analysis / : 22.03.2024
AHaanTuyeckuii oryer Ne Jlara anaanza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoAcTBa Togen ao (BKJI)

Analysis performed according to ND / Auanus nposesen mo HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzMm. 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 / uam. Ne 3 ot
28.09.2022)

IIpouspogurens ADC, ctpana: Masnranam [Ipar3 sua Opranukc JItn, Unans
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumevanne: IIponykT cootBeTcTBYET TpeboBarusaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloaroroeneno: Pravgsh [IpoBepeno: Rama Kant Onobpeno: Menemkep / PykoBoanTenb
Rana Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis. Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2300, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




