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CERTIFICATE OF ANALYSIS

Jata npousBoacTBa

TI'onen o (Bki)

CEPTUDOUKAT AHAJIU3A
Page 1 of 4/ Ctp. 1 uz 4

Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnetxu 100 mr
Batch No / 1 V2300514 Batch Quantity / : 2500000 tablets /
Cepus Ne Obbem cepuu 2500000 TabneTok
Analytical Report No / : 040001803802 Date of Analysis / : 08.04.2023
AHaanTnuyecknii oruer Ne JaTa ananusza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026

28.09.2022)

Analysis performed according to ND / Ananus nposegen o HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / n3am. Ne 3 ot

Test / Hoxazartesn
Description / Onucanue

Ne
1

Result / PesysbTaThl
Complies / CooTBeTcTBYET

TIdentification /
IMognuHHOCTDL

Complies / CooTBercTBYeT

_ Specification / Hopma o
Yellowish white round biconvex tablets with
smooth surface. / Benele ¢ XeaTOBaTHIM
OTTEHKOM KpYIible JBOSIKOBBIMYKJIbIE
TabNEeTKHU € rajikoi MOBEPXHOCTEHIO.

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 / Bpems
YIACPKUBAHUS OCHOBHOTO nuka Ha
XpOMaTorpaMMe  HCILITYEMOTO  PacTBOpa
TIOTDKHO COOTBETCTBOBATh BpPEMEHH
yAePKUBAHUS OCHOBHOTO nuka Ha
XpoMaTorpaMme  pacTBOpa  CTaHAApTHOTO
obpazua HUMeCYNHAa (pa3men
«KonyuecTBeHHOE onpeaesieHre»)

Average weight and mass
uniformity / Cpeansist macca
H OAHOPOAHOCTbL MACChl

309.2 mg/309.2 mMr

Complies / CooTBercTByeT

310mg+5.0% /310 Mr+ 5,0 %

18/20 tablets —~NMT £ 5 % /
18/20 Tabnerok — He 6onee + 5 %

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

Dissolution / PacTBopenne 96 %

, 96 %, 96 %, 96 %, 96 %, 96 %,

Not less than 75 % (Q) of labeled amount of
Cy3Hi2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND /

IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusM HJT

Conclusion: APPROVED /
3akmwouenue: OJJOBPEHO

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

ITonrorosnexo: [IpoBepeHo: Onobpeno: Menemxep / PykoBoaurespb

Ramakant w Pardeep Kumar &, Amit Kumar /\*‘:\\,— _
e

Reprint Date / Reprint Date / Reprint Date /

JHara: 08.04.2023 Jara: 08.04.2023 Hata: 08.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 2 of 4 / Cyp. 2 u3 4

Product Nise tablets 100 mg

IpoaykTt Haii3®, tabaerku 100 mr

Batch No / 1 V2300514 Batch Quantity / : 2500000 tablets /
Cepus Ne Oo0bem cepun 2500000 TadneTox
Analytical Report No / : 040001803802 Date of Analysis / : 08.04.2023
AHanuTHyecKHii oTuer Ne JlaTa aHanu3a

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026

Jlara npousBoacTBa T'ogen o (BKJ)

28.09.2022)

Analysis performed according to ND / Auanu3s nposeaen no H/I: 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

Ne " Test/ Iokazatenn

Result / PesyabraTsi

Specification / Hopma
HOMuUHaNIbHOro coaepxxanust Ci3H 2N-OsS
(Humecynun) uepes 45 MuH.

5 Water / Boaa

2.5% wiw

Not more than 6.0 % w/w / He 6osee 6,0 %

6 | Related substances / Pogcrennbie npumecn

Impurity A / Ilpumecs A

elow LOD (LOD = 0.0019%) / Huxe
npenena obHapyxeHus (ITO = 0.0019)

Impurity B / IIpumecs B

0.03%

Impurity C / Ilpumecs C

Not detected / He o6HapyxkeHa

Impurity D / Ilpumeckr D

Below LOD (LOD = 0.0049%) /
Hixe npenena obuapyxenus (I10 =
0.0049%)

Impurity E / ITpumecs E

Not detected / He obHapyxeHa

Impurity F / Tlpumecs F

Below LOD (LOD = 0.0045%) /
Huxe npenena obHapy»xenus (IT0 =
0.0045%)

Any unknown individual
impurity / Exnununas

0.02%

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /

ITpumeyanue: Ilponykr coorBercTBYeT TpebGoBanusam HJT

Conclusion: APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: @\A{g nd' I'lposepeno: Onobpeno: Menemkep / Pykosogurens
Ramakant Pardeep Kumar QI/’ Amit Kumar s Noor

Reprint Date / Reprint Date / Reprint Date /

Hara: 08.04.2023 Hara: 08.04.2023 Hara: 08.04.2023

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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Formdulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page 3 of 4/ Crp. 3 uz 4

Product Nise tablets 100 mg
Ipoaykr Haiia®, tabaerku 100 mr
Batch No / 1 V2300514 Batch Quantity / : 2500000 tablets /
Cepusn Ne O6bem cepun 2500000 rabnerox
Analytical Report No / : 040001803802 Date of Analysis / : 08.04.2023 B
AHaJIMTHYECKH i oTYeT Ne Jara anaausa
Date of Manufacture / ¢ Mar-2023 Date of Expiry / : Feb-2026
JlaTa npom3BoacTea Togen no (Bka)
Analysis performed according to ND / Auanus nposexen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / uam. Ne 3 ot
28.09.2022

[N Test / Hoxa3zatean ' Result / PesyabTaTsi ) Specification / Hopma
HeuAeHTHDULHpYyemas
[IpUMECh
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 1.8 Acceptance value (AV) should be not more

O}.IHOpOIlHOCTb A03UpOBAHUA

than 15.0 / ITokasarens npuemnemoctu (AV)

JomKeH ObITh He 6onee 15,0

8 | Microbial limits* / MukpoGnosornueckas uncrora*

a) Total aerobic microbial
count / O6uiee ynecno

a3p06m>lx MHUKPOOPraHM3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

mould count / O6wee yucno
JPOXKEBBIX M MJIECHEBBIX
rpubos

b) Total combined yeasts and

Not Applicable

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) E. coli

Not Applicable

Shall be absent in 1g /
JlomxHEl OTCYyTCTBOBATL B 1 T

9 |Assay/KoauuecrBennoe
onpene/eHue

99.9 mg/99.9 mr

Or 900mMr mo 110,0mr
(aumecynun) B TabieTke

Remarks: The Product conforms to ND /
ITpumeyanue: ITpoaykT coorsetcTByer TpeGosanusm HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: {f IIposepeno: - OnobpeHo: MeHemxkep / PykoBogurens
Ramakant W Pardeep Kumar ci/ Amit Kumar CA—

Reprint Date / Reprint Date / Reprint Date /

Hara: 08.04.2023 Hara: 08.04.2023 Hara: 08.04.2023

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: L85195AP1984PLCO04507

www.drreddys.com

Not less than 90.0 mg and not more than
110.0 mg Cy3H;2N>0sS Nimesulide in tablet /
Ci3H12N20s58
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Page 4 of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
Mpoaykr  : Haiiza®, Tabnaerku 100 mr
Batch No / : V2300514 Batch Quantity / ¢ 2500000 tablets /
Cepusnt Ne Oo0bem cepun 2500000 Tabnerok
Analytical Report No / : 040001803802 Date of Analysis / : 08.04.2023
AHANUTHYECKHI oTyeT Ne Jara ananusza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jarta npon3soacrTea I'ogen no (BxJ)
Analysis performed according to ND / Anasnus nposeaen no HJI: 1 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 / uam. Ne 3 oT
28.09.2022)

Ne Test / Ilokaszarens Result / PesyabraTsi { ] _Specification/ Hopma

10 [Package/ ¥Ynakoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / Jlo 10 Tabnerok B|carton. / Tlo 10 Tabmerok B IIBX /
[IBX/amomunmeBom 6Gaucrepe. [lo 2 | amomunueBoM 6mucrepe. Ilo 1, 2, 3 uon 10
GiHcTepa BMECTE C MHCTPYKLIMEH Mo |GAHCTEPOB BMECTE C  MHCTPYKLMEH o

NMPUMEHEHHIO B MaYKy KAPTOHHYIO. NPUMEHEHHIO B MTAUKy KAPTOHHYIO.
11 | Labeling / Mapxuposka Complies as prescribed / According to ND /
CooteTcTBYeT TpebOBaHUAM B cootBercTeum ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3aLIMUIEHHOM OT CBETa MeCTe MpH
Xpaunenue TEMOEPATYPE HeE BRINE 23°C;

13 | Shelf life / Cpox roagnocTn 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.

* AHanmms no nokasareno «MHKpoGHoNOrHueckas YMCTOTa» MPOBOAMTCS IPOH3BOAMTENEM NpU  BBHITYCKE NEPUOAMYECKH
(¢ uHTepBanom oano UcnbITanue Ha 20 cepuit UM He Menee 1 pasa B rox). [Tokazaress MOeT GbITh He BKIOYEH B Ceptudukar
aHanu3a GHPMBI.

Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpameuanue: [Ipoaykt coorBercTyeT TpeboBanusaM HJI 3axmouenue: OJOBPEHO

Prepared by / 3 Checked by / Approved by: Manager / Executive /
[Toarorosnexo: /@ | " Uj‘ ITpoBepeHo: j/ Onobpeno: Menemiep / PykoBoauTens
Ramakant u,tktu / Pardeep Kumar  —l— Amit Kumar . j_,__\:—:""
Reprint Date / Reprint Date / Reprint Date /

Hara: 08.04.2023 Hata: 08.04.2023 Hara: 08.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




