Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page1of 5/ Crp.1m35
Product Nise tablets 100 mg
IpoayxT Haiiz®, tabnerku 100 mr
Batch No / 1 V2401041 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001745362 Date of Analysis / ¢ 25.06.2024
AHaluTHYecKH oTueT No JlaTra aHaau3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JaTa npou3BoacTBa Togen go (BKJT)
Analysis performed according to ND / Anaaus 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
| Ne Test / IlokazaTen ~_ Result/PesyabTaThl __Specification / Hopma
| 1 |Description/ Onucanue Complles / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / besble ¢ eNTOBATEIM OTTEHKOM
KpYTJIble JBOAKOBBIMYKJIbE TaONETKH C riajakoi
I [IOBEPXHOCTHIO.
2 |Identification / | Complies / CootBetcrByeT The retention time of principal peak in the
IMoanuHHOCTL | chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMs ynepvBaHHS OCHOBHOrO IMKa Ha
XpOMAaTOTrpaMMe HCIIBITYEMOTO pacTBOpa JOIKHO
COOTBETCTBOBATh BpEMEHH yIAepKUBaHUSL
OCHOBHOIO THKA HA XpOMAaTorpaMme pacTBopa
CTaHmapTHoro obpasua HuMmecynuaa (pasgen
«Kon1uecTBEHHOE ONpeneNieHHe))
3 | Average weight and mass 312.7mg/312.7 mr 310 mg+£5.0% /310 mMr£5,0%
E;:r;:;g)éip:;::: macea Complies / CooTsercTyeT 18/20 tablets - NMT + 5 % /
18/20 Tabnerok — He 6osee = 5 %
2/20 tablets —NMT £ 10 % /
2/20 Tabnetok — He 6osnee + 10 %
4 | Dissolution / PacTBopeHue 99%, 97 %, 98 %, 93 %, 95 %, |Not less than 75 % (Q) of labeled amount of
96 %, C13H12N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAJIBHOTO
comepxanus Ci3H2N-OsS (Humecynun) uepes
45 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [1poaykt coorBeTcTBYeT TpeboBanusam HJI 3aknwuyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Noarorosneno: Ankit Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeis
/ aurya Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hata: 25.06.2024 Jara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, indiz

Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘%"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page2of S/ Crp. 235
Product Nise tablets 100 mg
[poAykT Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2401041 Batch Quantity / : 5,000,000 tablets /
Cepws Ne O61bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001745362 Date of Analysis / 1 25.06.2024
AHaJMTHYeCKHii oTueT Ne JaTta anann3sa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npon3poacTBa Toagen g0 (BKT)
Analysis performed according to ND / Anaans nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. 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 / uzm. Ne 3 ot
28.09.2022)
Ne _ ~ Test/IlokazaTennb [ Result / PesyabTaTnl Specification / Hopma
Water / Boaa | 34 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PoacTBeHHbIe NpUMecH

Impurity A / ITpumecs A 0.02%

NMT 0.20 % / He 6onee 0,20 %

Impurity B / Tlpumecs B

Below LOQ (LOQ = 0.0084 %) /
Hinke npeaena KOJIMYECTBEHHOIO
onpenenenus (TTIKO = 0.0084 %)

NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C

Impurity D / TIpumecs D

Impurity E / Ilpumecs E

Impurity F / [Tpumecs F

(TTO = 0.0045 %)

ot detected / He oOHapy>xeHa
Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Below LOD (LOD = 0.0045 %) /
Hinke npegena oGHapyxeHUs

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 %

Total impurities / Cymma
npumMeceit

Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas '
HeuaedTudHLHpyeMas NPUMECh

0.04% NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
ITpumeuanne: ITpoaykr coorseTcTBYeT TpeboBanusam HII

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager / Executive /
[oarorosneno: Ankit // ITpogepeno: Santosh Kumar Onobpeno: Menemkep / Pykosogntens
_~{Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 25.06.2024 Jara: 25.06.2024 Jlara: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

OllHOpOlIHOCTb AOQ3UpOBaHUA

CEPTUOHUKAT AHAJIU3A
Page3of 5/ Crp.3u3 5

Product Nise tablets 100 mg
Ilpoaykr Haitz®, Tabnerku 100 mr
Batch No / 1 V2401041 Batch Quantity / : 5,000,000 tablets /
Cepyusa Ne O6nem cepun 5,000,000 TabneTox
Analytical Report No / : 890001745362 Date of Analysis / ¢ 25.06.2024
AHaJMTHYECKHIi 0T4eT Ne JlaTa aHasu3a
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
Jara npouzBoactsa I'open g0 (BKT)
Analysis performed according to ND / Ananns nposeaen no H/I: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3. 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 / u3m. Ne 3 ot
28.09.2022)
N | Test / IlokasaTenn __Result/PesyanTarer Specification / Hopma |

7 | Uniformity of dosage units / 34 Acceptance value (AV) should be not more than |

15.0 / ITokasatens npuemneMoctd (AV) momkeH
ObITh He Gonee 15,0

o

'a) Total aerobic microbial count
/ Ob1uee 4ncyo a3poBHBIX
MUKpPOOPraHM3MOB

Microbial limits* / Mukpo6uosioruyeckas uncrora*

b) Total combined yeasts and
mould count / O6iee yucio
IOPOXIKEBBIX U MIIECHEBBIX
rpuboB

¢) E. coli

NA Not more than 1000 CFU/g /
He 6onee 1000 KOE/r
NA ‘Not more than 100 CFU/g /
He Gonee 100 KOE/r
NA | Shall be absent in 1g / -

JIOJHBI OTCYTCTBOBaTh B 1 T

Assay / KosimyecTBeHHOE
onpeneieHne

Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N-OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mr Cj3H;aN>OsS
(uuMecynun) B Tabnerke

99.5 mg/99.5 mr

Remarks : The Product conforms to ND /
IIpumeuanue: [TpoxykT cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / , Checked by / Approved by: Manager / Executive /
[ToxrororneHo: Ankit /, /I'LDOBepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosoaurten
ﬁ/ Maurya @\ Manoj Kumar J
-
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.06.2024 Jara: 25.06.2024 Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page4of S/ Crp. 4u3 5

Product Nise tablets 100 mg '
IIpoaykt Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401041 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 TabneTok
Analytical Report No / : 890001745362 Date of Analysis / 1 25.06.2024
AHaJuTRYeCKNH oTueT No JlaTa ananunsa
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JlaTa npou3BoacTBa Topen no (BKT)
Analysis performed according to ND / Anaaus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot
28.09.2022)

No _ Test / Illokasarens . Result/PesyabTaThl Specification / Hopma ]

10 |Package/ YnaxoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

|b1ister. 3 blisters and patient
information leaflet in a carton. /

blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerok B IIBX / amroMuHHEBOM

Ilo 10 TabaeTok B | Giucrepe. Io 1, 2, 3 unu 10 6nuctepor BMecTe ¢
IIBX/amoMHHHEBOM  GJHCTEpe. | MHCTPYKLMEH 10 [MPUMEHEHHIO B  MadKy
Ilo 3 ©Onucrepa BMECTE C|KapTOHHYIO.
MHCTPYKUHEH MO NMPHMEHEHUIO B
MayKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTBYET TPeOOBaHHAM B coorerctBuu ¢ HJ]

12 |Storage conditions / Xpauenne | Store protected from light below 25°C / B 3alMIIEHHOM OT CBETd MECTe IIpH
TeMmneparype He Boite 25°C

13 | Shelflife/ Cpok roanoctu |3 years /3 roga

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND /
Ipumeuanne: [IpoaykTt coorBeTcTByeT Tpebopanuam HJ{

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Ankit ITposepeno: Santosh Kumar

/ Maurya

Approved by: Manager / Executive /

Onobpeno: Menemxkep / Pykosoaure
Manoj Kumar {E a @

Reprint Date /
Hara: 25.06.2024

Reprint Date /
MHara: 25.06.2024

Reprint Date /
Hata: 25.06.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.cdrreddys.com



Dr.Reddy’s €3¢

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

CEPTUOHUKAT AHAJIU3A
PageS5of S/ Crp.5u3z 5

Product : Nise tablets 100 mg
Npoayxkr  : Haiiz®, Tabnerku 100 mr
Batch No / : V2401041 Batch Quantity / + 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001745362 Date of Analysis / 1 25.06.2024
AHAJUTHYECKH# 0TYeT Ne JlaTa ananu3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jlata nponsBoacTBa T'oaen oo (BJI)
Analysis performed according to ND / Ananun3s nposegen mo H/I: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / usm. Ne 3 ot
28.09.2022)

year). The test can be absent in the Certificate of Analysis.

* AHammi 1o rnokazatemo «MHKpOGHONOTHYECKAs YKCTOTa» IMPOBOAMTCA MNPOW3BOAMTENEM MNPH BBIMYCKE NEPHOAHYECKH
(c HHTEpBRAIOM OIHO UCMbITaHKe Ha 20 cepuii win He meHee 1 pasa B roa). [TokasaTens MoXeT 6bITh He BKMOYeH B Ceprudurar

aHayiH3a hHpMBbL.

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

API manufacturer batch number / NMS-1A-243014, NMS-1A-243015

Homep cepum npouspoauteas APC:

FP Manufacturer API Batch number / FERA00233, FERA00234

Homep cepuu cy6cTaHnuu npounssogures 1'JI1®:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpousBoaureas ADC, crpana: Matnrasnam [{par3 a3ua Opranukc Jita, Maaus

Remarks : The Product conforms to ND /
IIpumeuanne: [TponykT cooTsercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3aksirouenue: OJOBPEHO

Prepared by / 2 Checked by /
[oarotosneHo: Ankit /| TIpoBepeno: Santosh Kumar

&A@laurya %

Approved by: Manager / Executive /

Ono6peno: Menemxkep / PykoBoguTe
Manoj Kumar T' g b

Reprint Date / Reprint Date /
Jata: 25.06.2024 Jlata: 25.06.2024

Reprint Date /
Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com



