Dr.Reddy’s "!"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHIA

Page 1 of 3/ Crp. 1z 3

ata npomisogcrea

[Product Nise tablets 100 mg

Mpoayer @ Haiis®, tafinetcn 100 mr

Batch No / : V2100206 Batch Quantity / 1 25 00,000 tablets /
Cepuna Ne Obnem cepun 25,00,000 raSnerok
Analytical Report Mo / : 890001506645 Date of Analysis / : 18.02.2021
AHAIHTHYECKNIE oTweT N Mata anannia

Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023

Fonen go (ska)

Analysis performed according to ND / Ananuz npoeesen mo H/0: 11 M012824/03-140) 19 {amend M 1 from 08.06.2020 /
MM, Nb | ot 08,06.2020, amend No 2 from 10.08.2020 / wam. Mo 2 o7 10.08.2 020}

| M Test / Mokazarens |

Result / Peayanrarh

Specification / Hopma

1 |Description / Onncanme

Complies / Cooteercroyer

2 |Identification /
Mogaunnocre

Complies /Cooteetcrayer

Yellowish white round biconvex tablets with
smooth surface. / Benwe ¢ mentosaTeim
OTTEHKOM KPYTIIRIE JBORKOBEITYKIRE TaBmeTky
C roankoi MoBeprHOCTRID.

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 / Bpema yaepmuBaHua 0cHOBHOMO

MHE3  HA  XPOMaTOTPaMMe  HCMBITYEMOro
PAcTREOPA JIOMKHD COOTBETCTEOBATE BPEMEHH
YASPHHBAHHA CCHOBHOM MHEa Ha
xpomaj'urpa.wme pamupa G‘]'HH,D.HPTI 10T
obpazia HHMECYTHAL (pazmen

«K0/IHHEeCTREHHOE ONpeneneHmen)

3 Average weight and mass
uniformity / Cpeanns macea
H 0JHOPOAHOCTE MACCLE

308.1 mg / 308.1 mr

Complies / CoorreTcTayer

30mg=50%/310mrz 5,0%

18/20 tablets - NMT + 5 %/
18/20 TafineTok - He Gonee + 5 %

2/20 tablets - NMT £ 10 % ¢
2/20 Tabnerok - ne Gonee £ 10 %

4 | Dissolution / Pacteopenne

97 %, 97 %, 95 %, 95 %, 05 %,

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

04 %, C13H12N20s8 nimesulide is dissolved in 45
minutes / He menee 75 % () ot
HoMHHAREHOrO cogepaanma O H:N-058
(HuMecymmnn) vepes 45 MUH.
5 |Water/ Boga 23 Not more than 6.0 % w/w / He Gones 6,0 %

| . I ——
Remarks : The Product conforms to ND /

Hpusesanue: Mponyicr COOTBETCTBYET Tpebopannan HJ[

Conclusion : APPROVED /
Jawmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Mogrorosneqo: Iposepeno: Onobtipeno: Menemwep / Pyxosomure s
KKajal o @ Pardeep I{umar'i’a Ajay Sharma m

L i :
Print Date / Print Date / Print Date /
Hara: .18.02.2021 Hara: 18.02,2021 Hara: 18.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: @1 40 4500 2900, Fax: 91 40 4500 2099, Email: mailEdmeddys.com
CIN: LAS195AP1964PLC004507

wwwdrmeddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHPHEAT AHAJHIA
Page2 of 3/ Crp. 213 3

Product  : Nise tablets 100 mg
llpoayer ;. Haiiz®, Tabnerku 100 mr
Batch No f : V2100206 Batch Quantity / ¢ 25,00,000 tablets /
Cepua Mo Ofhem cepHi 25,00,000 rabnerox
Analytical Report No / : 890001506645 Date of Analysis 1 18.02.2021
Ananuruueckuii oruer Ne Jlara anaaumia
Date of Manufacture / ¢ Jan 2021 Date of Expiry / : Dec.2023
JlaTa npon3BOACTEA lNopen ﬂtﬂh’.:l}
Analysis performed according to ND / Ananns nposeaen mo H: [1 N312824/03-140119 (amend Me 1 from 08.06.2020 /
w3M, Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / pam. Ne 2 or 10.08.2020)

MNe Test [ [Mokazarens | Result / P_egy,-:m\a;m [ Specification / Hopma B
6 |Related substances / PoacTeennbie npuMecH
Impurity A / Tlpumecs A

|1\'MT 0.20 % / He onee 0,20 %

Not Detected
Impurity B / ITpumece B Less than LOQ {0.0084%) NMT 0.20 % / He Gonee 0,20 %
Impurity C / [Npunecs C Mot Detected NMT 0.20 % / He Gonee 0,20 %
Impurity L / | lpumecs 1Y Mot Detected NMT 0.20 % / He bonee 0,20 %
Impurity E / INpumecs E Less than LOG {0.0136%%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / [pusmecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.07% NMT 0.20 % / He Gones 0,20 %
impurity / EnveaHyHas '
HEHIEHTHMUHPYEMAR
IIpHMeCh
Total impurities / Cymma 01 % NMT 1.5 % / He Gonee 1,5 %
npHMeEceH
7 [Uniformity of dosage units / B 39 | Acceptance value (AV) should be not more
OaHOPOIHOCTE TOTHPOBAHIA than 15.0/ Tlokazatens npuesmaemocth (AV)

Acn#eH OuITE He Gonee 15,0

&  |Microbial limits / Mmcpuﬁumfu THYECKAN YHCTOTA

a} Total acrobic microbial Less than 10 CFUfg / Not more than 1000 CFUfg /
count / OBmes yHeno Menee 10 KOE/r He Banee 1000 KOE/r
a3pofHEIX MHKPOOPIAHHIMOR
b) Total combined yeasts and Lessthan 10 CFU/g/ | Mot more than 100 CFU/g /
mould count / Obwee uncno Menee 10 KOET He Gonee 100 KOET
JIPOHCHEREIX W NISCHERRIX
rpuioR
¢) E. coli Absent in 1g / Shall be absent in 1g /
Oreyrereyer 8 1r HonsHe oreyreTeopare 5 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Tponver cooTeeTcTEYeT TpebosaHmaM HJT Jakmwouenne: IOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosaeHo: Mposepeno: Onobpeno: Me ep/ Pyxopoaurens
Kajal o Pardeep Kumatr L Ajay Sharma
Print Date / Print Date / Print Date /
Jara: 18.02.2021 Hara: 18.02.2021 Hata: 18.02.2021
Registered OFT'JL'E: §-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, A P, India

Tel: 81 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@dreddys.com
CIN: L85195AP1 984PLCO04507 !
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJH3A

Page3of 3/ Crp. 3 ms 3

Il?ruduct ¢ Mise tablets 100 mg

Npoaykr  :  Haiis®, rabnersu 100 mr

Batch No [ : V2100206 Batch Quantity / : 25,00,000 tablets /
Cepusn Nz OfLeM cepHy 25,00,000 TabneTox
Analytical Report No/ 1 B900013506645 Date of Analysis / + 18.02.2021
AHANHTHMECKH A 0T4eT Ne JaTa ananuia

Date of Manufacture / 1 Jan.2021 Date of Expiry / + Dec.2023

\JlaTa npoM3BOACTES Ionen mo (Biem)

Analysis performed according to ND / Auanns nposeaen no HJL: T NO12824/03-140119 {amend Ne 1 from 08.06.2020 /
Mam. No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / w3m. Ne 2 ot 10.08.2020)

Ne Test / MokazaTens Result / PesyanTaThl Specification / Hopma '
Assay /| Koanvecreennoe 08.1 mg/ 98.1 mr Mot less than 90.0 mg and not more than
onpeieieHne 110.0 mg CiaHiaN2058 Nimesulide in tablet /

Ot 9{].0 M AQ 11ﬂ,0 Mr C]jHuNgOgS
(HHMECYIHI) B Tallerie

10 |Package / ¥ nakonka 10 tablets in PYC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blistera and pationt information leaflet | bligters and  patient information leaflef inoa
in & carton. / Ilo 10 Ttafnetok ®|carton. / Tio 10 -rafmevox & IIBX /
[IBX/wikomunmesum Guiciepe. Tho 3 | anosusvenon Gmverepe. Tle 1, 2, 3w 10
DBAHCTEPA BMECTE C MHCTPYKUHEH no GIMCTEpUE  BMECIE U MHLJWKJJ.HGTI no
MPHMCICTIHIG D MOty NapToImyId. TIPS U LAY VAT N

11 |Labeling / Maprupogica Complies as prescribed / According to ND /
CooTEETCTEYET TpeOOBAHHAM B cootsercTerd ¢ HIT
17 |Storape canditions / Store protecled from light below 25°C / B 3aldilleHHoM OT CBETE MECTE NpH
XpaneHHe TeMMepaType He Buime 25°C

13 | Shelf life / Cpox rogaocrn 3 years / 3 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumedanne: Tlponyxr cooreercTryet Tpebosanuam HIL Jaxnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Exceutive /
LoAroTuBlieHy:; Hpusepenu. Uoupeis: Mongageep £ Dyrosoaniui
Kajal © fo Pardeep Kumar Ajay Sharma

a4 -
Print Date / Print Date / Print Date /
Tara: .18.02.2021 Hara: 18.02.2021 Jara: 18.02.2021

Registered Office: §-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, 4P, India
Tel: 01 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@dmeddys.com
CIN: LBS 195AP1984PLCO0507
www.dmmeddys.com



