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Dr. Reddy’s ".. Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A
Page 1 of 3/ Crp.1u33

Product Nise tablets 100 mg
Hponykr Haiiz®, Tabnetku 100 mr
Batch No / 1 V2202433 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No/ : 890001629969 Date of Analysis / : 29.11.2022
AHanuTuyeckuii oryer No JlaTa ananusa
Date of Manufacture / : NOV.2022 |Date of Expiry / : OCT. 2025
Jara npon3BoacTsa Togen go (BK)
Analysis performed according to ND / Ananus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTennb

Result / Pe3yabTaThl

T Specification / Hopma_

1 | Description/ Onucanue

Complies / CooTBETCTBYET

Yellowish white round biconvex tablets with |
smooth surface. / Benble ¢ XenTOBaThIM
OTTEHKOM KPYTJIbIE IBOSKOBBIMYKNbIE TabNeTKN
C I1aAKOM MOBEPXHOCTHIO.

2 Identification /
IlopnnHHOCTDL

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 ylep>XMBaHHA OCHOBHOTO
NMUKa Ha XpPOMATOTpPaMME  HCIBITYEMOro
pacTBOpa JIOIKHO COOTBETCTBOBATH BPEMEHH

yIEPKUBAHUS OCHOBHOIO nuka Ha
XpoMmaTrorpaMme  pacTsopa  CTaHIapTHOro
obpazua HUMeCYnaa (pasgen

«KonuuecTBeHHOE onpeneneHue»)

3 | Average weight and mass
uniformity / Cpeansana macca
M 0AHOPOAHOCTb MaCEhI

309.0 mg /309.0 mr

Complies / CooTBeTcTByET

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

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

2/20 tablets — NMT + 10 %/
2/20 tabnerok — He Gonee + 10 %

4 |Dissolution / PacTBopeHue

95%, 95%, 95%, 93%, 93%, 96%

[ Not less than 75 % (Q) of labeled amount of
C13H,2N»0s5S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
sHomuHanbHoro cogepxkanust Ci3HaN20OsS
(Humecynun) yepes 45 MUH.

5 Water / Boga

2.6 %

" Not more than 6.0 % w/w / He 6o1ee 6,0 % .

Remarks: The Product conforms to ND /
IIpumeuanne: [IpoayKT cooteTcTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
3axmouenune: OJOGPEHO

Prepared by /
[Moarorosnexo: Pardeep Kumar

L

Checked by /
Iposepero: Himesh Kumar

.

Approved by: Manager / Executive /
Onobpeno: Menemiep / PykoBoauTeb
Amit Kumar -

v;\’//_"

Print Date /

Hara: 29.11.2022

Print Date /
Jara: : 29.11.2022

Print Date /

Jara : 29.11.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIIZA

Page2 of 3/ Crp.2 u33

Product Nise tablets 100 mg

Mpoaywr Haiiz®, tabnerxu 100 Mr

Batch No / 1 V2202433 |Batch Quantity / + 25,00,000 tablets /
Cepusa Ne O6bem cepuu 25,00,000 TadneTox
Analytical Report No / : 890001629969 Date of Analysis / : 29.11.2022
AnajguTudecKHuii oTyeT Ne JlaTa anannsa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

JdaTa mpoussoacTsa |Tonen ao (BKiI) -
Analysis performed according to ND / Anajins nposejen 1o H/I: T1 N012824/03-140119 (amend Ne 1 from 05.06.2020 /
wim. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne " Test/ IMokasatein

j Result / Pexy.nna?n B

] Specification / Hopma

6 | Related substances / Poacrsennble npumec

OHHOpOZlHOCTb A03UpPOBaHHUA

- % 7 He Gomee 0.20 %
Impurity A / ITpumecs A Below limit of detection (LOD: | NMT 0.20 % / He 6onee 0,20 %
0.0019%)

Impurity B / [Ipumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C INGAPIEICEEEY NMT 0.20 % / He 6onee 0,20 %

Impurity D / TTpumecs D S l1m1(t).((>)f0(i;t02c)t1on (=OD: |NMT 0.20 % / He 6onee 0,20 %

Impurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.02 % NMT 0.20 % / He 6onee 0,20 %

impurity / Eauandnas

HeugeHTHhUUMpYEMast

[pPUMEChH

Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %

npuMecen

7 | Uniformity of dosage units / 2,5 | Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemiaemocth (AV)

nomKeH 6T He bonee 15,0

8 | Microbial limits / Muwpodno.

NorHYecKast YyUCcToTa

'a) Total acrobic microbial
count / Oblee 41cro
a3pO6HBEIX MMKPOOPTaHU3MOB

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

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

Remarks: The Product conforms to ND /
IIpumeyanne: ITpoyKT COOTBETCTBYET TPEOOBAHIAM HJ

Conclusion: APPROVED /
Zakmouenue: OJJOGPEHO

Prepared by /
Tloxarorosneno: Pardeep Kumar

Checked by /
[Mposepeno: Himesh Kumar

-—

Approved by: Manager / Executive /
Ono6peno: Menemkep / Pyxoonutens

Amit Kumar J[\ ‘*"V

Print Date /

Hara: 29.11.2022

Print Date /
Iara: : 29.11.2022

Print Date /
Jara: 29.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4990 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUDUHKAT AHAJII3A

Page3 of 3/ Crp.3u33

Product Nise tablets 100 mg

Ipoavkr Haiiz®, Tabnerkyu 100 Mr

Batch No / 1 V2202433 Batch Quantity / + 25,00,000 tablets /
Cepua Ne Obbem cepunt 25,00,000 Tabnerok
Analytical Report No / : 890001629969 Date of Analysis / : 29.11.2022
AHaJUTHUYECKHI oTueT Ne Jlara ananunsa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

Hara npon3BoacTBa Toaen no (BKJI) -
Analysis performed according to ND / Anasns nposeaen no HJI: IT 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)

| Ne Test / IlokazaTesb

Result / Pe3yabTaThl

Specification / Hopma

b) Total combined yeasts and
mould count / Obee uncno
JPOKKEBBIX U [UIECHEBBIX

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

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

rpuboB
¢) E. coli Absent / Shall be absent in 1g/ h
OTtcyTcTBYET JlomkHBI OTCYTCTBOBaTh B 1 T
| 9 .Assay/Ko.rmqecTBeHHoe 99.7 mg/99.7 mr [Not less than 90.0 mg and not more than
| ‘onpenenenue 110.0 mg Ci3H12N2OsS Nimesulide in tablet /
Or 90,0 M Jno 110,0 mr  C;3H;2N-OsS
(HumMecyun) B TabJIETKE
[T10 Package / YnakoBka 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. / To 10 Tabmerok B|carton. / Ilo 10 Tabmerox B TIBX /
[IBX/antomuuues oM Grmctepe. Io 2 | amomunuesom Gnucrepe. Ilo 1, 2, 3 mnm 10
GnucTepa BMECTE C MHCTpyKuuel no | Gnuctepos  BMecTe  C UHCTpYKLUMEH 1o
MPUMEHEHHIO B A4KY KapTOHHYIO. | IPUMEHCHHIO B Na4YKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / | According to ND / ]
CootBeTcTBYyeT TpeOOBaHUAM B cootsercreun ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B 3alimiieHHOM OT CBETa MECTE NpH
XpaHnenue Temrieparype He Bolie 25°C
13 | Shelf life / Cpok roanoctu | 3 years / 3 roga

Remarks: The Product conforms to ND /

Conclusion: APPROVED /

Ipumeuanne: [Tponykt cootBeTCTBYET Tpebosanuam HJT 3akmodenue: OJIOBPEHO

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

Ioxrorosineno: Pardeep Kumar | Ilposepenp: Himesh Kumar Onobpeno: Menemxep / PykoBoautens
ﬁ (;—E—/_Q Amit Kumar A > o= =

Print Date / Print Date / . Print Date / d

Jara: 29.11.2022 Mara: : 29.11.2022 Tara : 29.11.2022
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