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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 10f 4/ Crp. 1 us 4

Product Nise tablets 100 mg
Hpoaykr Haii3®, tabsetku 100 mr
Batch No / 1 V2301173 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000rabnerok
Analytical Report No / : 040001934088 Date of Analysis / : 29.06.2023
AHaauTnyeckuii oTuer No Jara ananuza
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
HJata npouzeoacTBa T'open po (Bku1)
Analysis performed according to ND / Ananus nposeaen o HJI: 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 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 oT
28.09.2022)

No Test / [TokazaTenn Result / PesyabTaTst Specification / Hopma

1 |Description / Onucanne Complies / CooTeercTByeT Yellowish white round biconvex tablets with

smooth surface. / Bejible ¢ KENTOBATHIM OTTEHKOM
KpYTJBIE ABOSKOBBIMYKJIblE TabNETKU ¢ riaagKoi
MOBEPXHOCTHIO.

Identification /
IMopnuHHOCTL

Complies / CootBercTByeT

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 ynepxuBaHuWs OCHOBHOrO TmMKa Ha
XpOMaTOrpaMMe UCTIBITYEMOI0 PACTBOPa JOMKHO
COOTBETCTBOBATH BPEMEHH yAEpKHUBaHUsI
OCHOBHOI0 TMKa Ha XpOMaTOTrpaMMe pacTBopa
CTaHOapTHOro obpa3ua HAMecyauaa (pasmen
«KonudecTreHHOE OnipefesieHHE»)

Average weight and mass
uniformity / Cpeansas macca
H OJHOPOJHOCTH MACChI

3123 mg/312.3 mr

Complies / CooTBeTcTBYET

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

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

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He 6onee + 10 %

Dissolution / PacrBopenne

99 %, 98 %, 98 %, 99 %, 97 %,
97 %,

Not less than 75 % (Q) of labeled amount of
C13H2N20s5S nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) OT HOMUHANBHOTO
copepxannsa Ci3H2N20sS (Humecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
ITpumeuanue: [TpoaykT cootseTcTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

oy

Checked by /
Iposepeno: Pardeep Kumar

S

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBogurens
Amit Kumar

= Ne—"

—

Reprint Date /
Hara: 29.06.2023

Reprint Date /
Hata: 29.06.2023

Reprint Date /
Hata: 29.06.2023

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




Dr.Reddy’s Q':"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 2 of 4 / Crp. 2 uz 4

Product Nise tablets 100 mg
IMpoaykr Haii3®, tabnerku 100 mr
Batch No / : V2301173 Batch Quantity / : 5000000 tablets /
Cepust Ne Oo6Lem cepuu 5000000Tabnerox
Analytical Report No / : 040001934088 Date of Analysis / : 29.06.2023
AHaJUTHYECKHT oTYyeT Ne Jara ananuza
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
JlaTa npousBoacTBAa I'ogen no (BK)
Analysis performed according to ND / Anaaus nposegen no HJI; 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3mM. 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 / usm. Ne 3 ot
28.09.2022)

Ne Test / Iloka3zaTenb Result / PesyabraTbi Specification / Hopma ]

5 Water / Boaa 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PoacTBenHble npumMecu

Impurity A / Ilpumecs A

Impurity B / IIpumMecs B
Impurity C / ITpumecs C
Impurity D / Tlpumecs D

Impurity E / Ilpumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Equananas
HeuaeHTHHIHpyeMas
npuMech

Total impurities / Cymma
npumMecei

Below LOD (LOD = 0.0019 %) /
Hike npenena o6Hapyxeunus (I10 =
0.0019 %)

0.02%

Not detected / He obnapyxena

Below LOD (LOD = 0.0049 %) /
Hwxe npenena o6napyxenus (ITO =
0.0049 %)

Not detected / He obHapyxeHa

Not detected / ne o6Hapyxena

0.02%

0.04 %

INMT 0.20 % / He 6ounee 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 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanne: [Tponykr cooTseTcTBYeET TpeGoBanusm HJI

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
Ilogrorosneno: Ramakant

Bl

Checked by /
IIpoBepeno: Pardeep Kumar

<

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoaurens

Amit Kumar . N—
NS =

Reprint Date /
Hara: 29.06.2023

Reprint Date /
Hara: 29.06.2023

Reprint Date /
Hata: 29.06.2023

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS .

7 | Uniformity of dosage units /
OaHOpOAHOCTD K03HPOBAHUS

25

ObITE He Oosee 15,0

Accepta;ce value (AV) should be not more than
15.0 / IokazaTens npuemieMocTd (A'V) 1o/pkeH

CEPTUDPUKAT AHAJIN3A
Page 3 0of4 / Crp. 3 u3z 4
Product Nise tablets 100 mg
Mpoaykr Haii3®, tabaerku 100 mr
Batch No / 1 V2301173 Batch Quantity / : 5000000 tablets /
Cepna Ne O6nem cepuu 5000000Tabnerok
Analytical Report No / : 040001934088 Date of Analysis / : 29.06.2023
AHaauTHYECKHH oTYeT Ne Jlara ananuza
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
JlaTa npousBoacrea I'oxen ao (BKI)
Analysis performed according to ND / Auaaus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usMm. 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. No 3 ot
28.09.2022)
Ne Test / [Toka3aTennb Res_ul/ PesyabTaThl Specification / Hopma

8 |Microbial limits* / Mukpo6nosiornueckas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61ee yucso He 6onee 1000 KOE/r
a3pOGHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and NA ‘Not more than 100 CFU/ g/
mould count / O61ee yncao He 6onee 100 KOE/r
IPOAOKEBBIX U TIECHEBBIX

rpuboB

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

Jlo/bKHBL OTCYTCTBOBaTH B 1 T

9 |Assay/KoauuyecTBeHHOE
onpeaeJieHue

100.1 mg/ 100.1 mr

Ci3H12N20sS  Nimesulide
Or 900mMr pmo 110,0wmr
(Humecynun) B TabneTke

Not less than 90.0 mg and not more than 110.0 mg
in

tablet /
C13Hi2N20s8

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B
IBX/amomunuerom 6nucrepe. 1o 2
6ucTepa BMecTe ¢ MHCTPYKLMEHR 1o

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnetrok B TIBX / anroMuHHeBOM
6nuctepe. ITo 1, 2, 3 nnu 10 6auctepor BMecTe ¢

MHCTPYKLHEH 0 TIPUMEHEHHI0 B  IMauykKy

TNPHUMEHEHHIO B ITAYKy KapTOHHYIO.

KapTOHHYIO.

Remarks : The Product conforms to ND /
IIpumeuyanne: IIpoaykt cooTBeTcTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Qo

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager / Executive /

Amit Kumar

Onobpeno: MCI-IEJ])[%D/ PyxoBoguTenb

AN
i ,v-—j,fl

Reprint Date /
Hara: 29.06.2023

Reprint Date /
Hata: 29.06.2023

Reprint Date /
JlaTta: 29.06.2023

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
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Dr. Reddy's Laboratories Ltd.

‘. ®

) X ) Formulation Unit-6

Dr‘ Reddy s .. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDiA

Tel : +91 98166 56001-02
www.drreddys.com

P AT CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A-
Page 4 of4 / Crp. 4 uz 4
Product : Nise tablets 100 mg
Mpoaykr  : Haiz®, tabaerku 100 mr
Batch No / 1 V2301173 Batch Quantity / : 5000000 tablets /
Cepusa Ne Ob6bem cepuu 5000000Tabnerok
Analytical Report No / : 040001934088 Date of Analysis / : 29.06.2023
AHaJuTHYeCKHIT oTYeT Ne JlaTa anannsa
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
JlaTa npoH3BOACTBA I'omen po (BrT)
Analysis performed according to ND / Anasnus mposeaen no HJ: 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, amend Ne 3 from 28.09.2022 / uzm. No 3 or
28.09.2022)

11 'Izbeling / MapkupoBka Complies as prescribed / According to ND / ]
CooTBercTBYeT TpebGOBAHHAM B cooteercteun ¢ HJJ,
12 | Storage conditions / Store protected from light below 25°C / B samuileHHOM OT cBeTa MecTe npu
XpaHeHue TeMmreparype He Bbiuie 25°C
13 |Shelflife/ Cpok rOAHOCTH 3 years/ 3 roma -

*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.

* AHanms no nokasaremo «MUKpOGHONTOrMUYECKas YHCTOTa» MPOBOAMTCA MPOM3BOAMTENEM MpPU BBHIMYCKE MEPHOAMHYECKH
(c uuTepBanoM oaHO McnibTaHKe Ha 20 cepuii K He MeHee 1 pasa B rog). [Tokasatens MoxeT 6biTh He BkTIoueH B CepTHHKAT

aHanusa Gupmel.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/13040366, NMS/13040378
Homep cepun nponssogurens ADC:

FP Manufacturer API Batch number / FEQAO00211, FEQA00224

Homep cepuu cy0cTanumu npoussoauresst LJI®:

Aarti Drugs Ltd., India /
API Manufactured by & country / Aapru [par3 JIta., Uaaus
IIponsBonurens A®C, cTpaHa:

Remarks : The Product conforms to ND / : Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTBeTcTBYeT TpebGoBanusM HJI 3akadenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: Ramakant ITpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosogitesb

dd‘“ E Amit Kumar -1 \_'_\:—_____,.;--
/ —

Reprint Date / Reprint Date / Reprint Date /
Hata: 29.06.2023 Hara: 29.06.2023 Jara: 29.06.2023

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




