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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 1 of 4/ Ctp. 1 u3 4

[Product : Nise tablets 100 mg
ITpoaykr : Haiiz®, Tadnerku 100 mr
Batch No / 1 V2202454 Batch Quantity / : 2500000 tablets /
Cepusa No Ob6nem cepuu 2500000 Tabnerok
Analytical Report No / + 040001698493 Date of Analysis / : 29.11.2022
AHAJINTHYECKHH oTUeT No JlaTa aHanausa
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
JarTa npou3BoacTBa TI'ogen po (BKuT)
Analysis performed according to ND / Anaans nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / u3m. No 3 ot
28.09.2022)

Ne | Test / [TokasaTeas Result / PesyabTaThl Speclﬁcatlon / Hopma

I | Description / Onucanne Complies / CoorBeTcTBYyET Yellowish white round biconvex tablets w1th
smooth surface. / benble c XenToBaThIM
OTTEHKOM KPYTiible ABOSKOBBIMYKJIbIE TabNIeTKH
C INajKOH MOBEPXHOCTLIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HoanuHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»uBaHHs OCHOBHOIO
MUKa Ha  XpOMAaTOrpamMme  HCITBITYEMOro
pacTBOpa JAOKHO COOTBETCTBOBATH BPEMEHH

yIOepKHUBaHHA OCHOBHOTO nuKa Ha
XpOMaTorpamMMe  pacTBopa  CTaHAapTHOro
| obpazua HUMECYNIUIa (paspen |
«KonnuecTseHHOE ONpefeneHHe»)
3 |Average weight and mass | 311.4 mg/3114 mr 310mg £5.0%/310 Mr+ 5,0 % R
uniformity / CpexHsis macca 18/20 tablets — NMT £ 5 % /

K OAHOPOAHOCTHL MACCHI ~
Anop 18/20 tabnerok — He Bonee = 5 %

2/20 tablets —NMT + 10 % /
2/20 Ttabnetok — He bonee = 10 %

4 |Dissolution/ PacTtBopenne | 96 %, 97 %, 93 %, 93 %, 95 %, Not less than 75 % (Q) of labeled amount of

95 %, Ci3H|-N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJEHOro conepkanus Ci3HaNaOsS

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Iponykr coorseTcTBYeT TpeboBanusM HJJ 3axnouenue: OJIOBPEHO

Prepared by / ' Checked by / Approved by: Manager / Executive /
[Toaroroeneno: ‘J’ [Tposepeno: Opobpeno: Menemxep / PykoBoaurens
Pardeep Kumar ¢ N— Himesh IE%L _——1, Amit Kumar AM A
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2022 Jara: 29.11.2022 Jara: 29.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507
www, drreddys.com
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CERTIFICATE OF ANALYSIS

5 Water / Boaa

CEPTUDPUKAT AHAJIU3A
Page2 of4/Crp.2 u3 4

Product : Nise tablets 100 mg o
Mpoaykr :  Hait3®, tabnerkn 100 mr
Batch No / 1 V2202454 Batch Quantity / : 2500000 tablets /
Cepus Ne Obnem cepun 2500000 Tabnerok
Analytical Report No / : 040001698493 Date of Analysis / : 29.11.2022
AHannTu4yeckuit otuer Ne Jara anaausa
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
Jara npon3poacraa TI'ogen g0 (BKJ)
Analysis performed according to ND / Anann3 nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne Test / IloxazaTenn ' ~_ Result/Pesyabtater | Specification / Hopma
(Humecynun) yepes 45 MUH.

6 | Related substances / PogcTennbie npuMecH

Any unknown individual

2.4% wiw Not more than 6.0 % w/w / He Gonee 6,0 %

Impurity A / Tlpumecs A [ Below LOD (LOD=0.0019%)/ |NMT 0.20 % / He 6onee 0,20 %
| Huxe npeaena o6Hapyxenus (I10 =
0.0019% %)
Impurity B / Tlpumecs B . 0.02% NMT 0.20 % / He 6onee 0,20 %
Not detected / 6
Impurity C / Ipumecs C | i Lo NMT 0.20 % / He 6onee 0,20 %
Impurity D / [Tpumeck D | Below LOD (LOD = 0.0049%)/  |NMT 0.20 % / He 6onee 0,20 %
Hwuxe npenena obHapyxenus (10 =
0.0049% %)
Impurity E / ITpumecs E Not detected / ve obHapyxeHa | NMT 0.20 % / He 6onee 0,20 %
Impurity F / IIpumecs F Not detected / He 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

impurity / Enunnunas 0.02%
HeuIeHTUubUUMpyemast
NPHUMECH
|
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 4.0 Acceptance value (AV) should be not more

OIHOPOAHOCTH O3HPOBAHNSA

than 15.0 / ITokazarens npuemieMoctH (AV)

Remarks : The Product conforms to ND /
ITpumeuanue: IIpogyxT cooreTcTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: ’ HposepeHno: Onobpeno: Menemxkep / PykoBonurens
P - i .'/,J—'/—.Q .t L

ardeep Kumar : Himesh clr\}mm;' Amit Kumar A“ ;
Reprint Date / Reprint Date / Reprint Date / J
Hata; 29,11,2022 Hara: 29.11.2022 Jara: 29.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000634, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2599, Email: mail@drreddys com
CIN: L35195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 30f4/Crp.3 uz 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tadnerku 100 Mr
Batch No / 1 V2202454 Batch Quantity / : 2500000 tablets /
Cepna Ne O6nem cepuu 2500000 rtabnerok
Analytical Report No / : 040001698493 Date of Analysis / 1 29.11.2022
ARaJUTHYECKHI oTUeT No JlaTa anaanza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JlaTa npousBoaCTBA |T'onen po (BKT)
Analysis performed according to ND / Ananus npoeegen no HJI[: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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
28.09.2022)
| N Test / [TokasaTens Result / PesyabTaTsi Specification / Hopma

Microbial limits* / MuxpoGuoJiornyeckasi umcrora*®

JI0MKeH ObITh He Oosee 15,0

8
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obiwee uncno He 6onee 1000 KOE/r
a3pOOHBIX MMKPOOPraHH3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g / -
mould count / Obuiee uucno He 6onee 100 KOE/r
IPOOKEBBIX M NIIECHEBBIX
rpuboB
c) E. coli Not Applicable Shall be absent in 1g/
Jlo/mKHBI OTCYTCTBOBATb B 1 T
9 | Assay/ KoauuyecTBeHHOe 99.1 mg/99.1 Mr Not less than 90.0 mg and not more than|
| onpegenenune 110.0 mg Cy3H12N20sS Nimesulide in tablet /
Or 900mr mo 110,0mMr Ci3H;aN-OsS
(aumecynun) B Tabnerke
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
in a carton. / Ilo 10 rabnerok B|carton. / Ilo 10 Tabnmerox B TIIBX /
[IBX/amomunuesom 6nmcrepe. 1o 2 |amomundesom Gnucrepe. [To 1, 2, 3 wim 10
BaucTepa BMECTE C MHCTPYKLMEH MO | GIMCTEPOB  BMECTe C  MHCTPYKLHEHW IO
MPHUMEHEHHIO B [TaUKy KAPTOHHYIO. | [IPUMEHEHHIO B NMAYKy KApPTOHHYIO.
11 |Labeling / MapknpoBka Complies as prescribed / According to ND /
_ CooTBeTcTBYeT TpeGOBaHUAM B cootsercTsuu ¢ HJI
L 1 1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpameuanue: [IponykT coorBercTBYeT Tpeboranusam HJT 3akuouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBieHo: J ITposepeHo: Opobpeno: MeHenxep / PykoBoautenb
: N — .
Pardeep Kumar e I__ B Himesh In-g&(’/‘_,ﬁAmlt Kumar E ;y
Reprint Date / Reprint Date / Reprint Date/
Hara: 29.11.2022 Hara: 29.11.2022 Hara: 29.11.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 4 of 4 / C1p. 4 nz 4

Product : Nise tablets 100 mg
[lpoaykT :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2202454 Batch Quantity / ¢ 2500000 tablets /
Cepusi Ne Ob6nem cepun 2500000 Tadnerok
Analytical Report No / : 040001698493 Date of Analysis / : 29.11.2022
AHaanTHYecKUl oTueT No Jara aHanu3za
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JlaTa npousBoacTBa T'ogen go (BKJI)
Analysis performed according to ND / Auaau3s 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. No 3 ot
28.09.2022)

‘_ N | Test / TlokazaTens | Result / Pg;qu[ap{l_ | ___ Specification / Hop_ml_ o
12 | Storage conditions / Store protected from light below 25°C / B 3aummimeHHOM OT CBETa MecTe IpH
XpaHeHune Temnepatype He Boiute 25°C

‘ 13 | Shelf life / Cpok rognoctu 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.
* Awnanuz 1o nokasatemo «MHKpoGHONOrHYecKas YKCTOTa» HPOBOAMTCH MPOM3BOAUTENIEM T[IPH BBIYCKE [1€PHOAMYECKH
(c unTepBanoM oaHO McnbiTaHue Ha 20 cepuii unu He Menee 1 pasa B roa). [Tokazarens MokeT GbITE He BKIOYEH B CepTrdukar

aHayu3a GUpMBL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoayxT cooreeTcTByeT TpeGopanusam H]J 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotosneHo: _[_,/ ITpoBepeno: Opnobpeno: Menemxep / Pykosoaurens
Pardeep Kumar <— Himesh K Amit Kumar NP

p = [mmeoma) | N
Reprint Date / Reprint Date / Reprint Date /
Jarta: 29.11.2022 Jata: 29.11.2022 Hara: 29.11.2022

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
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