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Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg

Hpoaykr Haiiz®, tabnetkn 100 mr

Batch No / 1 V2202455 Batch Quantity / : 2500000 tablets /
Cepus Ne O6bem cepuu 2500000 TabneTok
Analytical Report No / : 040001699160 |Date of Analysis / : 01.12.2022
AHanuTH4ecknii oTyer Ne JaTa anajusza

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2025

Jara npoH3BoOlCTRA ToneH oo (BIKII)

28.09.2022)

Analysis performed according to ND / Auanus nposeaex no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wanm. 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 / u3m. Ne 3 or

| Ne Test / Iloka3zarenn
1 |Description/ Onucanue

Result / PesyabTaThl
Complies / CoOTBETCTBYET

_Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / bBenple ¢ JKENTOBAaThIM
OTTEHKOM KpYTIble ABOSIKOBBIMYK/IbIE TabJIETKH
C IIaIKOM MOBEPXHOCTEIO.

2 Identification /
IMoanuHHOCTEL

Complies / CooTBETCTBYET

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 ynep»uBaHHs OCHOBHOTO

MUKa HA  XpPOMAaTOrpaMME  MCIBITYEMOro
pacTBOpa IOJDKHO COOTBETCTBOBATH BPEMEHH
YAEpP>KUBAHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMme  pacTBopa  CTaHJapTHOTO
obpazua HUMECYNTUAA (paznen

«KonnuecTBeHHOE onpeneneﬂne»)

3 | Average weight and mass
uniformity / Cpeansisi macca
¥ GJHOPOAHOCTH MACCHI

310.2 mg/310.2 Mr

|310mg+5.0% /310 Mmr£5,0%

18/20 tablets —-NMT £ 5 %/
18/20 Tabnerok — He Gonee = 5 %

2/20 tablets — NMT 10 %/
2/20 Tabnerok — He Gosee = 10 %

4 | Dissolution / PacTteopeHnue

100 %, 95 %, 97 %, 100 %, 99 %,

100 %,

Not less than 75 % (Q) of labeled amount of
C13H,oN»0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro copeprkaiis CizH|2N2OsS

Romarks ; The Product conforms tn NTY

Tpumeuanue: [TpoaykT cootBeTcTByeT TpeboBanusiM HIT

/ Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoxroroBneHo: A)/ [posepeno: W Opobpeno: Menemkep / PykoBoaurenb
Shivani Devi . Ramakant Amit Kumar [\( \y
Reprint Date / Reprint Date / Reprint Date /

Jara: 01.12.2022 Hata: 01.12.2022 HMara: 01.12.2022

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
www.drreddys.com
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Product Nise tablets 100 mg

INpoayxr Haiiz®, Tabnerku 100 mr

Batch No / 1 ' V2202455 Batch Quantity / : 2500000 tablets /
Cepus Ne Oo0bem cepunt 2500000 TabneTok
Analytical Report No / : 040001699160 Date of Analysis / : 01.12.2022
AHannTHYecKuil oTueT Ne Jara ananu3za

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2025

Jlava npoU3BOJACTBA

'Togen a0 (BKJ)

Analysis performed according to ND / AHa;u3 nposejed no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

28.09.2021)

Ne Test / loxa3aTeib

Result / Pe3yabTaThl

____ Specification/Hopma
(nuMecynua) yepes 45 MUH.

5 Water / Boaa

2.3% wiw

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

6 | Related substances / PoacTBenuble npHMecH

Impurity A / Tlpumecs A
Impurity B / Ilpumecs B
Impurity C / Ilpumece C

Impurity D / Ilpumecs D

Impurity E / Ilpumecs E

Impurity F / TIpumece F

Any unknown individual
impurity / EanavaHas

Less Than LOQ (LOQ :0.0057%) /

Huxe mpemena KOJHYECTBEHHOTO

onpenenenus (TIKO -0.0057 %)
0.02%

Not detected / He obHapyxeHa
Below LOD (LOD = 0.0049%) /
Huwke npenena obHapysxkenus (110 =
0.0049% )

Below LOD (LOD = 0.0062%) /
Hwuxe npenena obuapyxenus (IO =
0.0062 %)

Not detected / He obHapy»xeHa

Huwxe mpenefia KOJHYECTBEHHOTO
onpeaenenus (TIKO -0.0143 %)

Less Than LOQ (LOQ :0.0143%) /|

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonaee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gogee 0,20 %

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

7 | Uniformity of dosage units /
OaHOpPOAHOCTb A03MPOBAHHSA

HenaeHTuhuunpyemasn
MpUMeECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMecer
2.0 Acceptance value (AV) should be not more

| than 15.0 / [Toxa3arenb IPUEMIIEMOCTH (AV)

Remarks : The Product conforms to ND /
Ipumeuanne: IIposyKT COOTBETCTBYET TpEOOBaHHUAM H

Conclusion : APPROVED /
3axmodenue: OJJOBPEHO

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

[ToAroToBIIEHO: [TposepeHo: U_& Ono6peHo: Menemxkep / PykoBoauTesb

Shivani Devi AT Ramakant Qﬂ/ Amit Kumar R
P

Reprint Date / Reprint Date / Reprint Date /'

Jara: 01.12.2022 Hara: 01.12.2022 Jlara: 01.12.2022

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: L85195AP1984PLC004507
www.drreddys.com
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CEPTUGOIKAT AHAJIH3A
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Jara npoM3BOACTBA

Product Nise tablets 100 mg

[1poaykT Haiiz®, tabnerku 100 mr

Batch No / 1 V2202455 Batch Quantity / : 2500000 tablets /
Cepusi Ne O6bem cepuu 2500000 Tabnetok
Analytical Report No / : 040001699160 Date of Analysis / : 01.12.2022
AHANHTHYECKHI oTueT Ne Hara anaan3za

Date of Manufacture / : Oct-2022 'Date of Expiry / : Sep-2025

[onen go (BKA)

Analysis performed according to ND / Anaans nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wanm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o7 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / [lokazareb Result / PesyabTaThbl | Specification / Hopma
nmoibkeH 6bITh He Gonee 15,0
8 | Microbial limits* / MukpoGuoJjoruyeckas Yyucrora*
a) Total aerobic microbial | Not Applicable Not more than 1000 CFU/g/
count / O6uiee 4UCTO | He 6onee 1000 KOE/r
a3po6HBIX MHKPOOPTaHW3MOB
b) Total combined yeasts and Not Applicable | Not more than 100 CFU/g/
| mould count / Obuiee uncno He 6onee 100 KOE/r
[ mposoKeBbIX M TIECHEBBIX
| rpubos
kc) E. coli Not Applicable Shall be absent in 1g/
JIo/DKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KonnuyecTsenHoe 99.8 mg/ 99.8 Mr Not less than 90.0 mg and not more than
onpejaeeHne 110.0 mg C;3H2N20sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mr CisHpN2OsS
(uuMecynun) B TabneTke
- 10 | Package/ Ynaxoeka |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 Tabmerok B|carton. / Tlo 10 TaGmerox B TIBX /
[IBX/antomiHueBoM 6nuctepe. [1o 2 | antoMuHHeBoM Omuctepe. Mo 1, 2, 3 wmu 10
6nucTepa BMECTE C MHCTPYKLMEH M0 | GOMCTEpOB  BMeCTE ¢ HHCTPYKIMEH
MPUMEHEHMIO B 124Ky KapPTOHHYI0. | MPHUMEHEHHIO B Ma4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /
CootBeTcTByeT TpebOBaHUAM B cootsercteunn ¢ HJ

Remarks : The Product conforms to ND /
Hpumeuanue: [IpoxykT cooreTcTBYeT Tpebosanism HJL

Conclusion : APPROVED /
3aximouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TloarorosneHo: IIposepeHo: % w Onobpeno: Menemxkep / Pykosonutesb
Shivani Devi /)‘7 Ramakant Amit Kumar .
T
Aw“ /
Reprint Date / Reprint Date / Reprint Date /
Tarta: 01.12.2022 Jata: 01.12.2022 Jara: 01.12.2022

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: L85185AP1984PLCLOVASU/

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJII3A

Page4o0f 4/ Crp.4uz 4

Product : Nise tablets 100 mg

TpoaykT : Haiiz®, tadaerku 100 mr

Batch No / 1 V2202455 Batch Quantity / : 2500000 tablets /
Cepusi No O6bem cepun 2500000 Tabnerok
Analytical Report No / : 040001699160 |Date of Analysis / + 01.12.2022
AHAJMUTHYECKH oTueT Ne . JlaTa aHasu3a

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2025

JiaTta npoH3BOACTBA Togen g0 (BKI)

Analysis performed according to ND / Anann3 nposejcH 1o HJI: 11 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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / MokazaTenr | Result/PesybTarnl | Specification/Hopwa |
12 |Storage conditions / | Store protected from light below 25°C / B 3auiMuleHHOM OT CBETa MeCTe IIpH
Xpanenue TemnepaType He Boie 25°C |

i_13 | Shelf life / Cpok roaHocTH 3 years / 3 roaa ‘

*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.

* Ajanus 1o mokasaremo «MHKpPOGHOIOrHYecKas 4YHCTOTa» MPOBOAMTCA TNPOM3BOIMTENEM TPH BBIMYCKE MEPHOANHECKH
(c vHTepBanoM oHo vcrbiTaHue Ha 20 cepuit Wim He MeHee 1 pasa B ron). INokazarens MoxeT 65ITh He BKMoOUeH B CepTuduKar
aHanu3a GUPMBEL

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorsetcrayeT Tpebosaniam HI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

[NoaroTOBAEHO: /i r IIposepeHo: W Ono6peno: Menemkep / PykoBoauTtess

Shivani Devi Ramakant Amit Kumar e
[Pt

Reprint Date / Reprint Date / Reprint Date /
TMata: 01.12.2022 Jara: 01.12.2022 Jara: 01.12.2022

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: L85195AP1984FLCO04507
www.drreddys.com



