Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page1of3/Crp.1u33

Product : Nise tablets 100 mg
IMpoaykr  : Ha#3®, rabnetku 100 mr
Batch No / : V2101068 Batch Quantity / : 25,00,000 tablets /
Cepusn No O61bem cepuu 25,00,000 Tabnetok
Analytical Report No / : 890001529909 Date of Analysis / 1 24.06.2021
AHaJMHTHYECKHH oTYeT No JlaTa ananunsa
Date of Manufacture / : May. 2021 Date of Expiry / : Apr. 2024
JaTa npousBoacTea I'ogen go (Bxn)
Analysis performed according to ND / Ananu3s nposenen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N | Test / IlokazaTean | Result / PesynbTaThl Specification / Hopma

1 |Description/ Onucanune [ Complies / CoorBercTeyer Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ xenToBaThIM
OTTEHKOM KpPYTIBIe JBOSIKOBBINYKIIbIE TAOIETKH
C TJ1aIKOM OBCPXHOCTBIO.

2 | Identification / Complies / CoorBercTByeT The retention time of principal peak in the
IMoaauHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep)KUBaHHsS OCHOBHOTO
nMKa Ha  XpOMAaTorpaMMme  HCIMBITYeMOro
pacTeOpa HOMMKHO COOTBETCTBOBATH BPEMEHH

YIAEPIKUBAHHS OCHOBHOIO nuka Ha
XpoMaTorpaMMe  pacTBopa  CTaHAAPTHOTO
obpazua HUMeECYIHIA (paznen

«KoMMuecTBeHHOE ONpeneeHUE»)

3 | Average weight and mass 309.8 mg/309.8 Mr 310 mg £5.0% /310 Mmr£ 5,0 %

EI::fz:;)m:)tyﬂ/o(c:f:i:?;::acca Complies / CooreercrByeT 18/20 tablets —NMT £ 5 %/
Asopoa 18/20 Tabnerox — He H6onee + 5 %

2/20 tablets - NMT £ 10 % /
2/20 tabnerok — He 6onee = 10 %

4 | Dissolution / Pacteopenue 88 %, 92 %, 92 %, 89 %, 91 %, Not less than 75 % (Q) of labeled amount of
91 % Ci13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHaneHoro copepxkanus Ci3H|aN2OsS
(Humecynun) dyepes 45 MUH.

5 |Water/Boaa 28 % Not more than 6.0 % w/w / He 6onee 6,0 %

L |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumenapne: [ponykr coorsercroyer tpebonarmiam HJJ 3armoucuuc: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneHo: IpoBeperio: Onobpelio: Menemxep / Pycovouprens
Pavdeep Komar Himesh Komar g = At Komar = A

CJ-&--:— ‘—_—,1.3—‘—’—;4 /\‘- L
Print Date / Print Date / Print Date /
Hara: 24.06.2021 Registered J80a:324300. B0Z4INo. 3. Baniara Hills. Hyld&%a: 5008628 1ndia
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CEPTUOHUKAT AHAJIU3A
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[Product Nise tablets 100 mg
IlpoaykTr Haiiz®, Tabnerku 100 mr
Batch No / : V2101068 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 rabneTok
Analytical Report No / : 890001529909 Date of Analysis / 1 24.06.2021
AHANMTHYECKHHA oTueT No JlaTa ananunza
Date of Manufacture / : May. 2021 Date of Expiry / : Apr. 2024
JaTta npoussoacrea I'oaen go (BKa)
Analysis performed according to ND / Anasau3s nposeaen no HJ; ITN012824/03-140119 (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)

Ne

Test / IokasaTen |

Result / PesyabTaThl

Specification / Hopma

6 | Related substances / PoacTBeHHBIe MpuMecH

Tmpurity A / TTpumeck A
Impurity B / Tlpumecs B
Tmpurity C / TTpumecr C
Lipuiity D/ Hpumees D
Twputily E / Tpumecs E
Impurity I’ / [lpumeck T°

Any unknown individual
impurity / EnuanuHas

0.U1%

0.02%
Not Dctected
Not Dretected
Nol Detected
Not Detected

Less than LOQ (0.0143%

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

7 | Uniformity of dosage units /
OxnopoaHoCTh A03HPOBaHHSA

HenpeHTubuLpyemas
pHMech
Total impurities / Cymma 0.02 % NMT 1.5 % / He Goanee 1,5 %
npumeceu
2.8 Acceptance value (AV) should be not more

than 15.0 / Ilokasarens npuemnemoctu (AV)
JOJKeH ObITh He Gonee 15,0

8 | Microbial limits / MukpoGuosorudeckast YucToTa

a) Total aerobic microbial
count / O61ee 4ucio

Less than 10 CFU/g /
Menee 10 KOE/r

a3pOOHBIX MUKPOOPIraHH3MOB

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Ob1ee uncio
JPOMOKEBBIX H TJIECHEBBIX
rpubor

Less than 10 CFU/g /
Menee 10 KOE/r

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

¢) E. coli Absentin 1g/ Shall be absent in 1g/

OtcytcTBYeT B 1T JomxHel oTcyTcTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeqanne: [Iponyxt coorBeTcTBYeT TpeboranusM HJJ 3axmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loxarotorneHo: IIposepeno: Onobpeno: Mesemiep / %KOBOZ{I/ITSJ’IB
Pardeep Kumar Himesh KL?;L/; Amit Kumar L

— /
Print Date / Print Date / Print Date /
Hara: 24.06.2021  Registered Jhaza:s24:06, B024No. 3. Banjara Hitls. ol 280062021 1.4
Tel: 9T 40 4900 2900, Fax: 91 40 4900 2999, Email: mail drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A
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Product : Nise tablets 100 mg
Mpoaykt :  Haiiz®, tabnerku 100 mr
Batch No / : V2101068 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 Tabnetox
Analytical Report No / : 890001529909 Date of Analysis / : 24.06.2021
AHaJIUTHYECKHIT oTyeT Ne Jlara ananu3za
Date of Manufacture / ! May. 2021 Date of Expiry / 1 Apr. 2024
JlaTa npoussoacTaa T'omen po (BKu)
Analysis performed according to ND / Ananus nposeaen no H: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / [TokazaTenn Result/ Pesyabrator | Specification / Hopma :
9 | Assay/ KonnuecrBenHoe 99.5 mg/99.5 mr Not less than 90.0 mg and not more than |
ompeneseHue 110.0 mg Ci3H;»N20OsS Nimesulide in tablet /

Or 90,0mr mo 110,0mr Ci3H2N2OsS
(Humecynun) B TabeTKe

10 | Package/ Ynakobka 10 tablets in PVC/aluminum blister. 3 | 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 Tabnerox B|carton. / I[lo 10 TaSnetox B TIBX /
[MBX/amomunner oM Oaucrepe. I1o 3 | amomunuesoM Gnucrepe. 1o 1, 2, 3 wmm 10
GnMcTepa BMECTE C MHCTPYKLMEH HO |BiIMCTEpOB  BMECTE ¢ MHCTPYKLMEH TIO

| IPUMEHEHMIO B TIaUKY KAPTOHHYIO. | IPUMEHEHHIO B MUKy KApTOHHYIO.
11 |Labeling / Mapkupopka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeGOBaHHAM B coorrercTaum ¢ HJ|
| 12 |Storage conditions / Store protected from light below 25°C / B samuinieHHOM OT CBeTa MeCTE MNpH
Xpanenue TeMTIePATyPe He Rele 25°C

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

Remarks : The Product conforms to ND / Conclusion : APPROVED/
Hpumeuanne: [Tponykt cooTBeTcTBYET TpeboBaHusaM H]I 3axawouenne: QJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Exccutive /
IToarorosneHo: ITposepeHo: Onob6peno: Menemkep APykosonurens
Pardeep Kumar Himesh Kumar Amit Kumar -

Print Date / Print Date / " | Print Date /

Hara: 24.06.2021 Registered %8 324386 3024No 3 ills | 28360201, 4:,

Tel: 91 40 4900 2900, Fax. 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



