Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A
Pagel1ofS/ Crp.1u3 5
Product + Nise tablets 100 mg
Iponyxr ¢ Haiis®, Tabnerku 100 pr
Batch No / s V2301497 Batch Quantity / » 5000000 tablets /
Cepus Ne Ofsem cepi 5000000 rabneTok
Analytical Report No / : 890001681820 Date of Analysis/ : 16.08.2023
AHanuTHUECKHIT oTHeT N2 Jara anaan3a
Date of Manufacture / ¢ Jul-2023 Date of Expiry / : Jun-2026
Jata npoH3BOACTBA T'ogen ao (Bra)

Analysis performed according to ND / Ananus nposeacu mo HJ/I: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
pam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam, Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 o

28.09.2022)
N | Test / IToxazatrens Result / Peaynnrartn Specification / Hopma
1 |Description /Onncauite Complies / CoorsercrByeT Yellowish white round biconvex tablets with
smooth surface. / Benele ¢ XeEnTOBaTEM
OTTEHKOM KpYIJIBIE ABOAKOBEINYKIbIE TabTeTKH
C C3JKOM TIOBEPXHOCTHIO. '
2 |Identification / Complies / CootsercTByeT The retention time of principal peak in the
HognuuHoCcThb chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep)XHBaHHA OCHOBHOTO
OAKA Ha XPOMATOrpaMMe€  HCITEITYEMOro
| pacTBOpa AOMKHO COOTBETCTBOBATH BpEMEHH
yIEpKHBAHHA OCHOBHOI'O nHka Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAApPTHOTO
ofipazua HHMeECYNnuMaa (pasmen
«KOJIH4eCTBEHHOE OfIpENEeNeHHEY)
3 | Average weight and mass 309.5 mg /309.5 mr 310 mg£5.0% /310 mr£5,0%
:n:i:l;m:)tjﬂ/og:ﬁ;f::acca Complies / CoorsercTeyeT 18/20 tablets ~-NMT =5 % /
P 18/20 Tabnerox — He Gonee £ 5 %
2/20 tablets —NMT = 10 %/
2/20 rabnerok — we Gonee £ 10 %
4 |Dissolution / PacTBopenne 100 %, 100 %, 95 %, 100 %, 95 %, |Not less than 75 % (Q) of Tabeled amount of
99 %, C13H2NaOsS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpamecuanne: IpoxykT cooTBeTcTByeT TpeGopanusm HJJ 3axmogenue;: OOBPEHO
Prepared by / ' Checked by / _ Approved by: Manager / Executive /
[ToaroroBieHo: {Iposepeno: Santosh Kumar Onobpeno: Menemkep/ PykoBogurens
Pardeep Kumar d —— | Maurya @/ Abhishek Chauhan
-— .—\
Reprint Date / Reprint Date / Keprint Date / ’
INata: 16.08.2023 Hara: 16.08.2023 ara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4900 2900, Fax: +81 40 4800 2599, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS |

CEPTHOUKAT AHAJTHU3A
Page2of S/ Crp.2u35
Product : Nise tablets 100 mg
Mpoaysr _ : Haiis®, tabrerkn 100 mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Q6nem cepun 5000000 TabreTox
Analytical Report No / 1 890001681820 Date of Analysis / : 16.08.2023
AnagnTHyeckuii otaer Ne JaTa anaau3a
Date of Manufacture / t Jul-2023 Date of Expiry / : Jun-2026
Jiata npoH3BOACTEA Coaen ao (Bi)
Analysis performed according to ND / Auanus nposeaen no HJI: IT N012824/03-140119 (amend e 1 from 08.06.2020 /
wim. 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 or
28.09.2022)
Ne Test / MlokaszaTean Result / PezyapTarsl Specification / Hopma
minutes / He mexee 75 % (Q) oT
sommHaneHoro cogepkannd CiaHiaN2OsS
{numecymizn) yepea 45 MUH.
5 |Water/Boaa 32% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances { Pogcrsenssie MpRMecH

NMT 0.20 % / He 6onee 0,20 %

Impurity A / [IpAmecs A Below LOQ (LOQ = 0.0057 %) /
Huxe npefiena KOMHYECTBEHHOTO
onpeaenenus (ITKO = 0.0057 %)

Impurity B / IIpusect B 0.03%

Tmpunty C/ Tiprmecs C Not detected / ve cbHapyxeHa

- . Below LOD (LOD = 0.0049 %) /

Impurity D/ Tlpuscon D Hwxe nipeaena obuapysxenus (10 =

0.0049% %)
Not detected / ve obxapyxena

Impurity E / Tipumecs E

NMT 0.20 % / He 6onee 0,20 %

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

NMT 0.20 % [ He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ilpumevanne: [IpopykT coorsercryer Tpeboaruam HIL

Conclusion : APPROVED /
Zawmouenne: OJNULPEHO

Prepared by / Checked by / Approved by: Manager / Executive/
TToAroToBAEHO: IIporepeHo: Santosh Kumar Opno6pero: Meneep / PykoBonuTels
Pardeep Kumar Cf — Maurya ¢ Abhishek Chauhan

-— | o -
Reprint Date / Reprint Date / Reprnt Date /
Jlata: 16.08.2023 Jara: 16.08.2023 IaTa: 16.08.2023

Repistered Office; 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tei: 491 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
LINS L5 1Y5AP LYB4PLLU0AB07
www.drreddys.com




Dr.Reddy’s Q‘:'

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3IA
Page3 of S/ Crp.3 35
Product : Nise tablets 100 mg
Tlpoayxr Haita®, tabnerkn 100 mr
Batch No/ £ V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepHK 5000000 Tabnerok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHaJHTHYCCKHIT oTueT No Jara anaau3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
Mara npoi3eoacTsa Tonen no (Bri)
Analysis performed according to ND / Awaaus nposeae no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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)
Ne Test / IlokazaTenn Result / PesyabTars! Specification / Hopma
Impurity F / Tlpumecs F Not detected / ne o6Hapyxeua NMT 0.20 % / He Gonee 0,20 %
Any unknown individual P NMT 0.20 % / He Gorice 0,20 %
impurity / EanHngnas
HeugerTHdnuupyemas
NpHMEChH
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6osiee 1,5 %
npuMeceil
7 | Uniformity of dosage units / 4.3 Acceptance value (AV) should be niot more
OIHOPOAHOCTS NO3HPOBAHMS than 15.0 / [loka3arens npremieMocTH (AV)
nomkeH 6p1Th He Bonee 15,0
8 |Microbial limits* / Muxpabuonorireckan yncrora*
a) Total aerohic migrobial NA Not more than 1000 CFU/g /
count / Obiee 4ucno He Gosee 1000 KOE/r
HIPUBHbLLK MUAKPUUPIYHHZMUB
b) Total combined yeasts and” NA Not more than 100 CFU/g/
mould count / OBmee uucno He 6osee 100 KOE/T
JIPOMNOKEBRIX M TIIECHEBBIX
rpubor
I

Reurutks . Tle Pruduct cunilusius (v ND /
Npumeyanne: [Tpoaykr cooTBeTcTByeT TpeboBaHuam HIT

Counclusivu . ATTROVED /
Sarmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Toprorosnewno: CL/‘ [Iposepeno: Santosh Kumar Opobpeno: Meunemxkep / PygonoanTess
Pardeep Kumar = Maurya Abhishek Chauhan YLK‘ TT
Reprint Date / Reprint Date / Reprint Date / '
TNata; 16.08.2023 Hata: 16.08.2023 Jlara; 16.08.2023

Registeres Office 8-2-337, Road No. 3, Banjaia tiiis, Hyderabad - 500034, Telangana, India
Tel: +91 -0 4900 2900, Fax: +31 40 490C 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

JIOMmKHEI OTCYTCTBOBATE B 1 T

CEPTHOHUKAT AHAJIN3A
Page4 of 5/ Crp.4u35
Product ¢ Nise tablets 100 mg
Npoaykr  : Haiiz®, Tabnerxu 100 mMr
Batch No / : V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepii 5000000 Tabnerok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AnanuTuyeckni oryer Ne JlaTa anannsa
Date of Manufacture / z Jul-2023 Date of Expiry / : Jun-2026
IaTa 1pou3BOACTEA Toaex ao (BIcH)
Analysis performed according to ND / Auanus npoBegen mo HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam, Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 or
28.09.2022)
Ne Test / IToxazaTens Result / Pe3ysibTaTh! Specification / Hopsma
¢) E. coli NA Shall be absent in 1g/

9 |Assay/ Konuvectsennoe
onpexenenne

99.4 mg/99.4 mr

Not less than 90.0 mg and not more. than
110.0 mg Cy3HaN20sS Nimesulide in tablet /
Or 90,0mr no
(Humecymnn) B TabneTke

110,0 Mr C1aH(2N-OsS

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3

in a carton. / ITo 10 Ttabnerok B |carton. /

TIBX/antomunnesoM Gnucrepe. Ilo 3 [amomindesom Gnucrepe. Ilo 1, 2, 3 wmm 10

GnvcTepa BMecTe © HHCTpyKUWeH no | 6Gnuctepos
TIPHMEHEHHIO B 1a4Ky KapTOHHYFO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a

NPUMEHEHHIO B [TAYKY KapTOHHYO.

Tlo 10 tabneroxk ® IIBX /

BMECTE C WHCIpyKIMeH mno

11 |Labeling / MapxupoBKka

Complies as prescribed /

| According to ND /

"12 | Storage conditions /
| Xpaneune

Coorsercrayer Tpebosanpam

Store protected from light below 25°C / B 3aUqMIIeHHOM OT CBETA MeECTe TpH

Temneparype He shie 25°C

B cootsercreuu ¢ HJ

13 | Shelflife / Cpok roasactit

3 years /3 rona

year). The test can be absent in the Certificate of Analysis.
* AnanHa o nokazaTenmio «MukpoGHONorudeckas 4YHCTOTa» TPOBOLMICA IPOWIBOAWTENEM MpPH BBINYCKE FEPHOAHHYECKH
(c unTeppanom onHo WCILITaRKE Ha 20 cepuil Wik He meHee 1 pasa s roj). ITokazatens MoxeT 6e1Te He BrnoueH B CepTHduUKAT

auannza Gupml.

*The manufacturer performs the “Microbi'o]ngjcal Limits” test at release periodically {one test for 20 batches or at least once per

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpogyxT coorsercTByeT TpefosanmaM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBieHO: ITposepeno: Santosh Kumar Onobpeno: MeHemxep APykosoMiTeNb
Pardeep Kumar q\f [ Maurya “ Abhishek Chauhan k& \
Reprint Date / Reprint Date / Reprint Date /

Hata: 16.08.2023 Iara: 16.08.2023 Hata: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2939, Email: mali@drreddys.com

CIN: LB5195AP1984PLLO04507
www.drreddys.com




Dr.Reddy’s ‘L:'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

PageSof S/ Crp.5m5

Product : Nise tablets 100 mg

IpoayxT Haita®, tabnerry 100 Mr

Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepna Ne Obnem copun 5000000 TabneTok
Analytical Report No / : 890001681820 Date of Analysis / + 16.08.2023
AHagHTRYECKHH oTyer No Jara ananu3sa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026

JlaTa npOH3BOACTBR Toaes go (pirn)

wim. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne
28.09.2022)

Analysis performed according to ND / Auaans nposegen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /

2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / maM. Ne 3 ot

API name (INN) / ADC (MHH):

Nimesulide / Humecymun

API manufacturer batch number /
Hoaep cepun nponzsoanTens ADC:

NMS/13050477, NMS/13050479

FP Manufacturer API Batch number /

Homep cepun cyGerammimn nponssoantensn [JID: FEQA00261, FEQA00262

API Manufactured by & country / Aarti Drugs Lid., India /
Mpouszsoaurens ADC, erpana: Aapit Jpars Jiza., Munus
‘Remarks : The Product conforms to ND / Conclusion : APPROVED /

I pumedanne: [IpoaykT cooTBeTcTBYET Tpebosaunsam HJI

3amouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TToxroropneyo: ITposepeno: Santosh Kumar Ono6peto: Meremkep / Rykosoaitens
Pardeep Kumar - Maurya Abhishek Chauhan [&

o ST -
Reprint Date / Reprint Date / Reprint Date / _
Jlara: 16.08.2023 Jara: 16.08.2023 Jlata: 16.08.2023

Registered Office: 8-2-337, Road {lo. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com -
CIN: L85195AP1984PLCOD4507
www.drreddys.com




