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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Page1of S/ Crp.1m35

Product * Nise tahlete 100 Mg
Hpoayxr  : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2302183 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 rabnetok
Analytical Report No / : 890001697349 Date of Analysis / : 31.10.2023
AnajanTuyeckuii oT4yeT Ne JlaTa aHanu3za
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BOACTBA T'ogen ao (BxiT)
Analysis performed according to ND / Anaaus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. No 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)

No Test / llokazaTeanb Result / PesyabTaThl Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTcTByET Yellowish white round biconvex tablets with
smooth surface. / bBensie ¢ enTOBaTHIM
OTTEHKOM KpYTJIble ABOSKOBBIITYKJIble TaONeTKH
C IIaAKOH NMOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IoanHHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard” solution chromatogram
under Assay / BpeMst yaepUBaHUSA OCHOBHOTO
NMKa Ha XpOMaTorpaMMe  MCIBITYeMOTro
pacTBOpa MO/DKHO COOTBETCTBOBATh BPEMEHH
YIOEPKUBAHMS OCHOBHOTO nuKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHJapTHOrO
obpasna HUMeCYyIHIa (pazzen
«Konm4ecTBEHHOE OTIpeeIeHHEY)

3 | Average weight and mass 3124 mg/312.4 mr 310 mg£5.0%/310mMr+5,0%

unlf(:;)m:)tyﬂ/off :L::c’;l:mcca Complies / CooTBeTcTBYET 18/20 tablets —-NMT = 5 % /
1 OxHOpoA 18/20 Tabnetok — He Gonee + 5 %

2/20 tablets - NMT £+ 10 % /
2/20 tabnerok — He Gonee = 10 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: TIpoayKT cooTBETCTBYET TpeboBanusaM HJT 3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITogroroeneHo: ITporepeno: Himesh Kumar Ornobpeno: Menemkep / PykoBoautens
Pardeep Kumar cf_—/—' C:'_‘:-(‘ .~~~ | Abhishek Chauhi‘n \
Reprint Date / Reprint Date / Reprint Date / ;

Hara: 31.10.2023 JHara: 31.10.2023 Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A
Page2of 5/ Crp. 2 n3 5

Proaduct * Nise tahlets 100 mg
Hpoaykr  : Haiz®, tabnerxu 100 Mr
Batch No / 1 V2302183 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepuu 5000000 Tabaerok
Analytical Report No / : 890001697349 Date of Analysis / ¢ 31.10.2023
AHaauTHYeCKHI oTueT Ne Jara ananuza
Date of Manufacture / : 10/2023 Date of Expiry/ : 09/2026
JlaTa npou3BoacTBa I'ogen go (BKJT)
Analysis performed according to ND / Ananns nposenen mo HJI: 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 / uzam. Ne 3 ot
28.09.2022)

4 | Dissolution / PacTBopeHune 94%, 94%, 97%, 97%, 95%,98%, Not less than 75 % (Q) of labeled amount of
C13H1»N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHOTO coaepxkaus Cj3HjpN>OsS
(HumMecynun) yepes 45 MUH.

5 Water / Boga 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoagcTBeHHbIE NpUMecH

Impurity A / ITpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not detected / He o6napyxeHa NMT 0.20 % / He 6onee 0,20 %
;3 0,
Impurity D / Hpumecs D Below LOD (LOD =0.0049 %) / Hinxe NMT 0.20 % / He 6onee 0,20 %
npeaena obHapyxenus (I1O
=0.0049 %)
Impurity E / TIpumecs E Below LOD (LOD =0.0062 %) / Huxe | NMT 0.20 % / He 6onee 0,20 %
npenena obHapyxeHus (ITO
=0.0062 %)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: IIponykt cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroenexo: ITposepeno: Himesh Kumar Opnobpeno: Meneuxgp / PykoBonuTens
Pardeep Kumar = QJ,—— iz Abhishek Chauhan ’\
A
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Any unknown individual

CEPTUDPUKAT AHAJIU3A
Page3 of 5/Crp.3m35
Product Nise tablets 100 mg
Hpoayxr Haii3®, Tabnerku 100 mr
Batch No / 1 V2302183 Batch Quantity / : 5000000 tablets /
Cepust Ne Ob6bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001697349 Date of Analysis / : 31.10.2023
AHanuTHyecKHuid oTueT Ne JlaTa ananu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa mpoH3BOACTBA T'ogen go (Bxu1)
Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Impurity F / Ilpumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

7 | Uniformity of dosage units /
OgHOpOAHOCTH A03UPOBAHNSA

impurity / ExpHnunas 0.02%
HeMAeHTHOHULHpYeMast
TIpUMech
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npumecei
2.5 Acceptance value (AV) should be not more

than 15.0 / Iloka3arens npuemiieMocth (AV)
JoypkeH ObITh He Gonee 15,0

8 Microbial limits* / Mukpo6uojioruyeckasi yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6iee uucno He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wmee yrco He 6onee 100 KOE/r
JIPOKIKEBBIX U [UIECHEBBIX

rpubos

c) E. coli NA Shall be absent in 1g/

I_IOJ'DKHBI OTCYTCTBOBAThH B Ir

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axkawuyenue: OJJOBPEHO

Prepared by /
INonrorosneHo:
Pardeep Kumar

f

Checked by /
ITposepeno: Himesh Kumar

— —=

Approved by: Manager / Executive /

Ono6peno: Menezmgkep / PykoBoauTeb
Abhishek Chauhalr&‘—/\

Reprint Date /
JHara: 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
CIN: L85195AP1584PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

onpejaeneHue

Or 90,0 mr
(Humecynun) B Tabnetke

CEPTUO®UKAT AHAJIU3A
Page4of 5/Crp.4mn3 5
Product Nise tablets 100 mg
IIpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / : V2302183 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nbem cepnu 5000000 Tabnerok
Analytical Report No / : 890001697349 Date of Analysis / : 31.10.2023
AHaJMuTHYeCKHI oTUeT Ne JlaTa aHa/M3a
Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
JlaTa npou3BOACTBa I'ogen g0 (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (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 / uzm. Ne 3 ot
28.09.2022)
9 | Assay/ Koau4ecTseHHoe 100.3 mg/ 100.3 mr Not less than 90.0 mg and not more than

110.0 mg Ci3H,2N>OsS Nimesulide in tablet /
po 110,0 mr  C3HppN20sS

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B
IBX/amomuunesom Onucrepe. Ilo 3
onMcTepa BMECTE C MHCTPYKUMEH MO
NIPUMEHEHHIO B Ma4YKy KapTOHHYIO.

carton.
amomunrueBom 6nuctepe. Ilo 1, 2, 3 unm 10
GIMcTEpPOB
NPUMEHEHHIO B MAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaflet in a
/ Tlo 10 Tabnerox B JIIBX /

BMECTE C HHCprKL[Heﬁ no

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTeeTcTBYET TpebOBaHUAM B coorBercTtBun ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuimieHHOM OT cBeTa MecTe IpH
XpaHenue Temneparype He Bolie 25°C
13 | Shelf life / Cpox roanoctu 3 years / 3 rona

*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.
* AHaNM3 MO TOKasaTemo «MHKpOOUOJOrHYecKas YHUCTOTa» NPOBOAMTCA IPOM3BOAMTENEM IMpPH BHIIYCKE MEPHUOAMYECKH
(c unTepBanoM oaHo MchbiTanue Ha 20 cepuil wiu He MeHee 1 pasa B rof). Ilokasatens MoxeT ObITh He BKIOYEH B CepTHdHKAT

aHanu3a GupMel.

Remarks : The Product conforms to ND /

IIpumeuanue: [Tpoaykt coorBeTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3akaouyenue: OJITOBPEHO

Prepared by /
IToaroroeneno:
Pardeep Kumar

a1

Checked by /
ITposepero: Himesh Kumar

Approved by: Manager / Executive /

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Onobpeno: Mengmiep / PykoBoaurens
Abhishek Chauh}k‘ \
—

Reprint Date /
Hata: 31.10.2023

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

CIN: L85195AP1584PLC0O04507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
PageSof S/Crp.Su3 S

Product : Nise tablets 100 mg
HpoaykTr :  Haiiz®, tabaerky 100 Mr
Batch No / : V2302183 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 TabneTok
Analytical Report No / + 890001697349 Date of Analysis / ¢ 31.10.2023
AHanuTHYecKuil oTyer No JlaTa ananu3za
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BoACTBA I'ogen mo (BKJT)

Analysis performed according to ND / Auaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 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)

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

API manufacturer batch number / NMS-1A-233006, NMS-1A-233008
Homep cepuun npouspoauresisi APC:

FP Manufacturer API Batch number /

Homep cepun cyocTanmuu npounspoantens I'JID: FEQA00504, FEQA00506

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpousBoputeab ADC, cTpaHa: Maunranam Jlpars sua Opranukce JIta, Uaaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJ| 3akmwovyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

IToarorosneHo: ITposepeno: Himesh Kumar Onobpeno: Meneasxep / PykoBoauTenb
Pardeep Kumar Qﬁ-——- C::)J___d_ ____~ | Abhishek Chauhan L’ \
A

N

Reprint Date / Reprint Date / Reprint Date /
Jlara: 31.10.2023 Ilata: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLCO04507
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