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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Pagelof4/Crp.1u3 4
Product : Nise tablets 100 mg
IIpoaykr : Haiis®, Tabaerxu 100 mr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000Tabnerok
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHanuTHYEeCKMii oTueT Ne JlaTa aHajuza
Date of Manufacture / : 07-2023 Date of Expiry / : 06-2026
Jara nponssoacTsa T'ogen go (BxT)
Analysis performed according to ND / Anasus nposeaen no H/JI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / uzm. Ne 3 ot
28.09.2022)
I Ne Test / IlokazaTenn Result / Pe3yabTaThl B _ Specification / Hopma
1 Descrlptlon / Onuncanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / benpie ¢ XeNTOBaTBIM OTTEHKOM
KpyTJible JBOSKOBBIMYKIIbIE TaONETKH C IIafKoH
MOBEPXHOCTBIO.
2 |Identification/ Complies / CooTBeTcTBYyET The retention time of principal peak in the
MoannuHOCTH chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemss ymepXHBaHMS OCHOBHOrO TIIMKAa Ha
XPOMATOTrPaMME UCTIEITYEeMOrO PacTBOpa JOMKHO
COOTBETCTBOBATH BpPEMCHHU yepKUBaHUs
OCHOBHOI'O IHMKa Ha XpOMAaTOrpaMMe pacTBOpa
cTaHpapTHoro ofpasiia HuUMecyIuaa (pasmen
«KonuyecTBeHHOE ONpee/ICHUE)
3 | Average weight and mass 308.6 mg/308.6 mr 310 mg+ 5.0 % /310 Mmr+ 5,0 %
l;l:)lf(:{l;)m:)tyﬂ/offeunasg;lracca Complies / CooTBeTCTBYET 18/20 tablets —NMT 5 % /
AHOPOA = 28 18/20 Tabnerok — He Gonee = 5 %
2/20 tablets — NMT £ 10 %/
2/20 Tabnerok — He 6onee + 10 %
4 | Dissolution / PacTBopenne 98 %, 98 %, 97 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of
98 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHaNBHOTO
comepxanus Ci3H;2N2OsS (Humecynna) uepes
45 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoxykt cooTBeTCTBYET TpeboBaHuAM H] 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Santosh IIporepeHo: Pardeep Kumar OnobpeHo: Menemxkep / Pyaoao,tui'rent/—
Kumar Maurya @\-_ i - Om Prakash { " )(} 1=
Reprint Date / Reprint Date / Reprint Date / '
Jara: 31.10.2023 Hara: 31.10.2023 Jata: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOCA507
www.drreddys.com




e Dr. Reddy's Laboratories Ltd.

Dr. Reddy’s q... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page2 of4/Crp.2 n3 4

Product : Nise tablets 100 mg
Ipoaykr  : Haiiz®, tabnerku 100 mr
Batch No / $ V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000Tab6ierok
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHaauTnyeckuii oryer Ne Jara ananusza
Date of Manufacture / : 07-2023 Date of Expiry / : 06-2026
JlaTa npousBoacTBa Tonen xo (BKJ)
Analysis performed according to ND / Ananus nposeaen mo 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 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzM. Ne 3 ot
28.09.2022)

Ne | Test / IloxazaTesn Result / Pe3syabTarsl Specification / Hopma

5 |[Water / Boaga 3.0% Not more than 6.0 % w/w / He 60nee 6,0 %

6 | Related substances / PoacTBeHHble IpUMecH

Impurity A / Ilpumece A 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Tpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not detected / He 06HapYyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D/ IIpumecs D Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0062 %) /
Impurity E / I[Tlpumecs E Hipke npenena o6uapyxenus (IT0 = | NMT 0.20 % / He 6onee 0,20 %
0.0062 %)
Impurity F / Tipumecs F Below LOQ (LOQ =0.0136 %)/ | \pMT 0.20 % / He Gostee 0,20 %
Hruxe Tnpeaeia KOJMMYECTBEHHOI 0
onpeaesnenus (ITKO =0.0136 %)
Any unknown individual NMT 0.20 % / He 601ee 0,20 %
. 3 0.03%
impurity / EnuHugHas
HeUJeHTHPHIHpyeMast
NpHUMECH
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Iponykt coorBeTcTBYeT TpebGoBaHusam HJ Zaxsmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloxrorosneno: Santosh ITpoeepeno: Pardeep Kumar Onobpeno: Meremxep / PykoBoauTesib
Kumar Maurya gﬁ c{-———:' Om Prakash T}:-" AL ril/
Reprint Date / Reprint Date / Reprint Date / '
Hata: 31.10.2023 Jara: 31.10.2023 Harta: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IBX/amomunuesom 6aucrepe. ITo 2
6sicTepa BMECTE ¢ HHCTpYKLHMEH Mo
TIPHMEHEHHUIO B 124Ky KapTOHHYIO.

CEPTUO®UKAT AHAJIN3A
Page3 of4/Crp.3uz 4
Product Nise tablets 100 mg
IIpoaykr Haita®, Tabnerku 100 mMr
Batch No / : V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepuu 5000000Ttabnerok
Analytical Report No / : 040002059347 Date of Analysis / ¢ 29.08.2023
AHanuTHYecKuii oTueT Ne Jdara anaausa ]
Date of Manufacture / : 07-2023 Date of Expiry / : 06-2026
JlaTa npou3BoACTBa Togen no (BKJI)
Analysis performed according to ND / Ananu3 nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / lokasarenn Result / Pesyjun'anl B Speciﬁcaﬁoﬁ / Hopma
npuMmecen
7 | Uniformity of dosage units / 12 R Acceptance value (AV) should be not more than
OagHOpOAHOCTH 103UPOBAHMS 15.0/ Ilokasarens npuemineMoctt (AV) nomkeH
ObITE He Gonee 15,0
8 |Microbial limits* / MukpoGuosioruyeckasi yucrora* . -
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obiee yucio He 6onee 1000 KOE/r
a3pOOHBEIX MHKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obwee umco He 6onee 100 KOE/r
IOPOMOKEBBIX U [UIECHEBBIX
rpuboB
¢)E. coli NA ‘Shall be absent in 1g /
| IoymKHBI OTCYTCTBOBATh B 1 T
|
9 | Assay/ KosinyecTBeHHOE 98.5 mg/98.5 mr | Not less than 90.0 mg and not more than 110.0 mg |
omnpegeJeHue Ci3H2N20sS  Nimesulide in tablet /
Or 90,0Mr Jo 110,0 mr  C;3H12N20s5S
(vumMecynun) B Tabnerxe
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

blisters and patient information leaflet in a carton.
/ TIo 10 Tabnerox B IIBX / amoMuHHEBOM
6nucrepe. [To 1, 2, 3 unu 10 6nucrepor BMecTe ©
HHCTPYKIMEA 1O TNPUMEHEHHIO B  NAyKy
KAPTOHHYIO.

Remarks : The Product conforms to ND /
IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
[TonrotorneHo: Santosh
Kumar Maurya

@

Checked by /
IIposepeno: Pardeep Kumar

C=

Approved by: Manager / Executive /
OnobpeHo: Menemxep / PykoBoautens

Om Prakash {‘.1’ ” '\4)”' ’V'fﬂ/

Reprint Date /
Hata: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Hata: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com
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CEPTUD®UKAT AHAJIM3A
Paged4 of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
Hpoaykr  : Haiis®, Tabuerku 100 mr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepuu 5000000TabneTok
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHanuTH4ecKHH oTyer Ne Jata ananusa
Date of Manufacture / : 07-2023 Date of Expiry / : 06-2026
Jata npousBoAcCTBA Tomen mo (BKa)
Analysis performed according to ND / Ananus nposenen no HJI: IT1 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 / u3M. Ne 3 ot
28.09.2022)

11 |Labeling / MapkupoBka Complies as prescribed / AccorEing toND/
CootBeTcTBYET TpeOOBaHUAM B cooteetcTeuu ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3alIMIIEHHOM OT CBETA MeCTe MpH
Xpanenue TeMIiepatype He Boime 25°C
13 | Shelf life / Cpok rognocTn 3 years/ 3 rona B

*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 no mokazatenio «Mukpobuonorudeckas 4HUCTOTa» [POBOJUTCA MPOHU3BOAMTENEM TMPH BBIMYCKE MEPUOAUYECKU
(c uHTEepBanoM OHO UcTbITaHke Ha 20 cepuii WM He Menee 1 pasa B rox). [Tokasatens MoxeT 6bITh He BKIOUeH B CepTudukar
aHaIM3a GUPMBL.

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

API manufacturer batch number / MS-1A-223029-M1, MS-1A-223030-M1
Homep cepun npousBoaurens A®C:

FP Manufacturer API Batch number / FEQA00324, FEQA00325

Howmep cepuu cy6cTannuu npoussoautens I'JID:

Mangalam Drugs and Organics Ltd, India /

Gl Manufactuxed byres countiyg) Masnranam Hpars san Opranukc JIta, Maaus

IIpouspoaureas ADC, crpana:

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Tpoxykt coorBeTcTBYET TpeboBanusaM HJT 3axurouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moxroroeneno: Santosh ‘Hposepeﬂo: Pardeep Kumar Onobpeno: Menemkep / Pykosoanrelb
Kumar Maurya @ t > Om Prakash E P ,n,jq/_ —
Reprint Date / Reprint Date / Reprint Date / '

JHarta: 31.10.2023 Hata: 31.10.2023 JHara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



