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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Pagelof4 /Crp. 1 us4

Product Nise tablets 100 mg

Mpoaykr @ Haita®, tabrericn 100 mr

Batch No / : V2302026 Batch Quantity / : 5000000 tablets /
Cepsia Ne Obbem cepin 5000000Tabrerok
Analytical Report No / : 890001697707 Date of Analysis / : 30.10.2023
AnaanTnyecknii oTuer Ne Jata ananuza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

Jiata npon3BoacTRA Iogewn go (Bin)

28.09.2022)

Analysis performed according to ND / Anasms nposeaen mo HJT: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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

Test / loxaszaTenn

Description / Onucauue

e
1

_Result/ Pesymnrars

"Complics / CooTBETCTBYET

Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ )eNTOBATHIM OTTE HKOM
KpyTJible OBOSKOBSLITIYKBIE TAa6ETKM ¢ raankoif
MOBEPXHOCTHIO.

Identification /
ToarHuHOCTL

Complies / CooTBercTByeT

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 /
BPCMﬁ YACPXKHUBAHUA OCHOBHOTIO NMHKa Ha
XpOMAaTOorpaMMe UCIIBITYEMOTO PacTBOPA JOJIMKHO
COOTBETCTBOBATH BPEMEHH yYACpXKHBaAHUA
OCHOBHOPO MHXa Ha XPOMATOTPaMMeE pacTBOpa
craHaapTHoro ofpa3ua HuMecynuaa (pasnen
«KonyuecTBenHoE onpeneneﬂne»)

Average weight and mass
uniformity / Cpeansia macca
H OJHOPOJHOCTH MACCHI

308.2 mg/308.2 mr

Complies / CoorsercTByeT

310mg=5.0% /310 Mmr+5,0%

18/20 tablets —-NMT + 5 % /
18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnetok — He Bonee = 10 %

Dissolution / PacTBopenue

94 %, 92 %, 97 %, 93 %, 94 %, 93 %

Not less than 75 % (Q) of labeled amount of
Ci3H12N2UsS nimesulide 1s dissolved 1n 45
minutes / He menee 75 % (Q) OT HOMMHATEHOTO
copepxxaiusa Cj3H|2NaOsS (Humecynun) uepes
45 MHH.

Remarks : The Product conforms to ND /
IIpumeuanne: [lponykt cooTBeTcTBYET TpeboBanuam HJT

Canclnsion : APPRQVED /
3axmoyenne: OJIOBPEHO

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

[Tonrorosneno: Ankaj [posepero: SMI@Eumar Onobpero: Menemwxep / Pykosoantens
//T e Maurya U Manoj Kumar ¥ wl’ |

Reprint Date / ¢ Reprint Date / Reprint Date / ==

Hara: 30.10.2023 Jara: 30.10.2023 Jata: 30.10.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page2o0f4/ Crp. 2 u3 4
Product : Nise tablets 100 mg
ITpoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2302026 Batch Quantity / = 5000000 tablets /
Cepua No Ob6bem cepun 5000000Tabnerox
Analytical Report No / : 890001697707 Date of Analysis / : 30.10.2023
AHAJHTHYECKHI 0TYeT No Jata aHanu3a
Date of Manufacture / : 10/2023 Date of Expiry / + 09/2026
ATA MPOH3BOACTBA Topen po (Bxa)
Analysis performed according to ND / Ananus nposegen mo HJ(: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 or 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 o1
28.09.2022)

Ne Test/Iloxasatenb |  Result/PesyabTarsl Specification / Hopma =
5 |Water /Bona 3.6% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTeennsie npumecu

Impurity A / Ilpnmecs A 0.01% NMT 0.20 % / He 6onee 0,20 %

Impurity B / ITpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Tlpumecs C Not detected / He o6Hapyxena NMT 0.20 % / He 6onee 0,20 %

Impunty D/ HpPlMecB D Not detected / e oGHapy)KeHa NMT 0.20 % / He 6onee 0,20 %

Below LOD (LOD = 0.0062 %) /
Impurity E / [Ipumecs E Huse npenena o6uapyxenus (IT0 = |NMT 0.20 % / He 6onee 0,20 %
0.0062%)

Impurity F / Ilpumece F Not detected / re o6uapyxeHa NMT 0.20 % / He 6onee 0,20 %

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

impurity / ExuHnaHas 0.03%

HengeHTHhuuupyemas

npHUMech

Total impurities / Cymma 0.08% NMT 1.5 % / He 6onee 1,5 %

npuMecen
Remarks : The Produet conforms to NI / Conclusion : APPROVED /
IIpumeuanne: IIpoaykt coorBeTcTBYET TpebGoBadusaM HJI 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: Ankaj IIpoBepeno: Saptosh Kumar Onobpeno: Menemxep / Pyxoponntens:

Maurya (@‘; Manoj Kumar wd

Reprint Date/ Reprint Date / Reprint Date / ’
Hara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

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
CiIN: L85195AP1584PLC004507
www.drreddys.com
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

I Labeling / Mapxuposxa

=

]

CEPTUOUKAT AHAJIN3A
Page3 of4/ Crp. 3 us 4
Product Nise tablets 100 mg
IpoAykT Haiia®, Tabnerxu 100 mr
BatchNo / } V2302026 Batch Quantity / : 5000000 tablets /
Cepwsn No O6nem cepun 5000000TabneTox
Analytical Report No / : 890001697707 Date of Analysis / : 30.10.2023
AHaJIITHYECKHI oTueT Ne Hara anannsa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BOACTBA I'ogeu o (BK)
Analysis performed according to ND / Auanus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / uam. Ne 3 ot
28.09.2022)
No Test / ITokazarenr Result / PezynnTaThi = Specification / Hopma O
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more than
OaHOPOAHOCTL A03HPOBAHMS 15.0 / Tlokasartens npuemaemocth (AV) nomxex
6u1TE He Gonee 15,0
8 |Microbial limits* / Muxpo6noJornyeckas 4yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obee Yyucno He Gonee 1000 KOE/r
23pOBHBIX MUKPOOPraHM3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6wee uucno He 6onee 100 KOE/r
LOPONOKEBBIX M MIECHEBBIX
rpubos
c) E. coli NA Shall be absent in 1g/
JIOJXHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KoanyecTBenHoe 100.4 mg/ 100.4 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeeHne Ci3H2N-OsS  Nimesulide in tablet /
Or 90,0mMr gmo 110,0mr Ci3Hj2N20sS
(Humecynun) B TabneTke
10 |Package/ Ynakoska 10 tablets in PVC/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. / ITo 10 Ttabnerok B|/ Ilo 10 Tabnerok B IIBX / amoMHHHUEBOM
[BX/amomuuuesom 6baucrepe. Io 2 | 6nucrepe. [To 1, 2, 3 unu 10 Gnuctepos BMeCTe ©
BnucTepa BMECTE C MHCTPYKUMCH 10 | MHCTpYKLMe# IO NpHMEHEHWIO B MavKy
NPHMEHEHHIO B MAYKy KAPTOHHYIO. | KApTOHHYIO.
Complies as prescribed / According to ND /

Remarks : The Product confarms ta N /

Ipumeuyanue: [TpoaykTt coorsercTByeT Tpebosanusm HJI

(_‘nﬁclnsiml : APPROVED/
3axmoyenne: OJIOGPEHO

Prepared by /
ITonroTornexo: Anlgaj

/K Maurya

Checked by /
IIposepeno: Santgsh Kumar

"

Approved by: Manager / Executive /

Onobpeno: Menemxep / Pykosoaureasb

Manoj Kumar

M drpred’,.

Reprint Date/ £~
Hara: 30.10.2023

Reprint Date /
ara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUEAT AHAJTH3A
Paged4 of 4/ Crp. 4 u3 4

Product : Nise tablets 100 mg
Ilpoaykt Haiia®, Tabnerku 100 mr
Batch No / 1 V2302026 Batch Quantity / + 5000000 tablets /
Cepus Ne O6bem cepun 5000000Tabnerok
Analytical Report No / : 890001697707 Date of Analysis / : 30.10.2023
AnaduTHuecKHi oTveT Ne Hara ananu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTta npoH3BoACTEA T'ogen po (BKJT)

Analysis performed according to ND / Ananus nposeaen mo HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. 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)

CootBeTcTBYET TPEGOBAHNAM B cootsercraud ¢ HIT

12 |Storage conditions /

XpaHeHue TeMrepatype He Bbie 25°C

Store protected from light below 25°C / B 3amuieHHOM OT CBETa MeECTe npH

13 | Shelf life / Cpok roguocTh 3 years / 3 ronoa

*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.

* AHamM3 N[O mokazaTeno «MuUkpoGuonoruyeckas YWCTOTA» MPOBOAMTCSA TNPOU3BOAMTENEM TMPH BBIMTYCKE I[EPUOAUYECKU
(c MHTEpEATIOM OIHO McrbiTaHue Ha 20 cepuit v He MeHee 1 pasa B rop). [TokasaTens MOXET OBITE HE BKIIOYEH B CepTtudukat

aHanusa HHPMLL.

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

API manufacturer batch number /

HoMep cepiu nponssoauTens ADC: MS-1A-233004-M1, NMS-1A-233007

FP Manufacturer API Batch number /

Homep cepuy cyocTannun npoussoanrens I'JID: L g

API Manufactured by & country /
Ilpoussoauteas ADC, cTpana:

Mangalam Drugs and Organics Ltd, India /
Masnranam JIpars sug Opranuke JItn, Menns

Remarks ' The Praoduet confarms fo NI /
TIpameyanne: [Tpoaykr coorseTeTsyeT TpeboBannaM HJI

Conclusion : APPROVED /
Saxmouenne: OJIOGPEHO

Approved by: Manager / Executive /

Onobpeno: Meremxep / PykosoauTe]b
Manoj Kumar A gm!é
“‘

Prepared by / Checked by /
TToarorosneno: Ankaj Iposepeno: Santosh Kumar
/¥ Maurya -
Reprint Date/ ~ Reprint Date / Reprint Date /
Jlata: 30.10.2023 Hara: 30.10,2023 Ilata: 30.10.2023

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

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




