Dr.Reddy’s Q;‘

Dr. Reddy's Laboratcries itd.
Formulaticn 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 AHAJIM3A
Pagelof 5/Crp.1u35
Product Nise tablets 100 mg
Ipogykr Hainz®, Tabnerku 100 mr
BatchNo / 1 V2400802 Batch Quantity / : 5,000,000 tablets /
CepHa Ne Oo6bem cepun 5,000,000 TabneTok
Analytical Report No / : 890001739828 Date of Analysis / : 30.05.2024
AnaJsiuTMyecKHii oTueTt Ne JlaTa aHaau3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTta npou3BOACTBa T'ogen g0 (BKJT)
Analysis performed according to ND / Auasnns nposenen mo HJI: T1N012824/03-140119 (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 / uzm. Ne 3 ot
28.09.2022)
N | Test / Iokasaresnn Result / PesyabTaTh! Specification / H_opma

1 |Description / Onucanue

2 |Identification /
IMoanuuHOCTL

3 TAverage weight and mass [
uniformity / Cpeanss macca u
OJHOPOAHOCTb MACChI

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

310.2mg/310.2 Mr

Complies / CooTBETCTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benrle ¢ xeITOBATBIM OTTEHKOM
KpYTJible OBOSIKOBBIMYKIBIC TaOJIETKH C rianKoit
NOBEPXHOCTHIO.

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 /
Bpemss ylepXuBaHHs OCHOBHOIO IHMKa Ha
| XpOMaTOTrpamMMe UCIIBITYEMOrO PacTBOPA JOJDKHO
COOTBETCTBOBATh BpEMEHH YIOSPIKUBAHUS
| OCHOBHOTO THKAa Ha XpPOMATOrpaMMe pacTBOpa
cranpaptHoro ofpasua Humecynuaa (pasgen
«KonuecTBeHHOE OIMPeEICHUE)

310 mg+5.0% /310 Mur= 5,0 %

18/20 tablets - NMT = 5 % /
18/20 Ttabnerok — e 6onee = 5 %

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

4 |Dissolution / PacTBopenue
99 %,

97%, 98 %, 99 %, 99 %, 100 %, |Not less than 75 % (Q) of labeled amount of

Ci3H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMUHAJIEHOTO
conepxanns Ci3H12N2OsS (numecynun) gepes

Remarks : The Product conforms to ND /
Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBaHnsam HJL

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroroBneno: Santosh ITposepeno: Pardeep Kumar

Kumar Maurya @‘ y
~ d

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurtens

Manoj Kumar ‘@u’,_i

=2
Reprint Date /
Hara: 30.05.2024

Reprint Date /
Jata: 30.05.2024

Reprint Date /
Hara: 30.05.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1G84FLCO04507
www.drreddys.com



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

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

Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page20of 5/ Crp. 2 u3 5
Product Nise tablets 100 mg
IMpoaykT Haiiz®, tabnetku 100 Mr
BatchNo / : V2400802 Batch Quantity / : 5,000,000 tablets /
Cepusi No O6neM cepun 5,000,000 Tabnerok
Analytical Report No / : 890001739828 Date of Analysis / : 30.05.2024
AHaJINTHYeCKHIi oTUeT Ne Jara anaausa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlara npon3BoacTBa TI'ogen po (BKJI)
Analysis performed according to ND / Ananu3s nposenen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / n3m. Ne 3 ot
28.09.2022)
Test / IlokazaTenn Result / PesyabTaTs! Specification / Hopma

Ne —‘

45 MHH.

5 ‘ Water / Boaa

2.8%

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

6 |Related substances / Poncreennble npumMecu

[ Impurity A / ITpumecs A

'Below LOQ (LOQ = 0.0057 %) /
Hixe npeaea KOJIMYECTBEHHOTO
onpenencuus (IIKC = 0.0057 %)

. Impurity B / ITpumece B

Below LOQ (LOQ = 0.0084 %) /
Huxe npesiena KOJMIECTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Impurity C / llpumecs C

Not detected / He 06HapyKeHa

Impurity D / ITpumecs D

| Not detected / He oOHapyxeHa

Impurity E / lpumecs E

Not detected / He o6HapyxeHa

| Impurity F / Ipumecs F

Not detected / He oOHapykeHa

Any unknown individual
impurity / Equnu4Has

HCI/IHCHTI/I(l)H].lI/lpyeMaﬂ MNpHUMECH

0.03%

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

"NMT 0.20 % / He 6oee 0,20 %

[NMT 0.20 % / He 60nee 0,20 %

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

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

NMT 0.20 % / He 60xee 0,20 %

Total impurities / Cymma

0.06 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Prepared by / Checked by /
IToarotoBneHo: Santosh IIpoeepeno: Pardeep Kumar

Kumar Maurya @ CL
aF
Reprint Date /

Reprint Date /
Hara: 30.05.2024 Hata: 30.05.2024

Approved by: Manager / Executive /
Opobpeno: Menemxkep / PykoBoaurens

Manoj Kumar w

Reprint Date /
Hata: 30.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: £L85195AP1S84FLCD04507
www.drreddys.com




Dr.Reddy’s Q,’:‘

Dr. Reddy's Laborateries Ltd.
Formulaticn 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

CEPTUDPUKAT AHAJIU3A
Page3 of S/ Crp.3u3 5

Product : Nise tablets 100 mg
Ipoaykt Haiiz®, Tabnerku 100 mr
BatchNo / : V2400802 Batch Quantity / : 5,000,000 tablets /
Cepua Ne O6nem cepun 5,000,000 Tabnerox -
Analytical Report No / : 890001739828 Date of Analysis / : 30.05.2024
AHaJIMTHYECKHH 0TueT Ne Hara ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA Togen go (BK)
Analysis performed according to ND / Anaau3s nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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)
| Nﬂ_; Test / llokazaTens Result / PesyasTaThl Speciﬁcation_/ Hopma ]
i | npumeceii
i 7 | Uniformity of dosage units / 1.5 Acceptance value (AV) should be not more than |

OLlHOpO,ﬂHOCTb A03UpOBaAHNUSA

15.0 / Tokasarens npueMieMocty (AV) momkeH
ObITh He Gonee 15,0 |

8 |[Microbial limits* / MuxpoGHoJiornueckas uucTora®

aj 10tai

MHUKpPOOpPraHu3MoB

2 Trtal apralhs M 1
aerobic microbial

/ OB1uee 4uCca0 a3pobHbIX

count NA

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

rpubos

b) Total combined yeasts and NA
mould count / O6wee yucno
IIPOMNOKEBBIX ¥ [IECHEBBIX

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

|
i
|

¢) E. coli

NA

Shall be absent in 1g /
JlOMmKHBL OTCYTCTBOBATE B 1 T ‘

9 | Assay/ KoauuecTtBenHoe

omnpeaejacHue

99.0 mg/99.0 mr

‘Not less than 90.0 mg and not more than 110.0 mg |
Ci3H|2N-OsS  Nimesulide in tablet /|
Or 900mr 1no 1100mr CiHN:0sS |
[ (aumecynun) B Tabnetke |

Remarks : The Product conforms to ND /
Ipuameuanne: [Tponyxr coorBeTcTBYeT TpebopanuaM HJI

Conclusion : APPROVED /
Saxmouenue: OJJOBPEHO

Prepared by /
IToarorosieno: Santosh

Kumar Maurya @/

—_—

Checked by /
INporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxkep / PykoBoguTeNns

Manoj Kumar ‘?”] f

Reprint Date /

Jata: 30.05.2024

Reprint Date /
Jara: 30.05.2024

Reprint Date /
Hara: 30.05.2024

Registered Cffice: 8-2-

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +41 40 4900 2999, Email: mail@drreddyvs.com

CIN: L85195AP1G84PLCOD4507

WA rlrrpd,—;,‘,; am



Dr. Reddy's Laboratocries Ltd.

Qo Formulaticn Unit-6

'. vill. Khol, Nalagarh Road, Bad i,

' Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page4 of S/ Crp.4u3 5

Product : Nise tablets 100 mg
IIpoaykr : Haiz®, Tabnerku 100 mr
Batch No / : V2400802 Batch Quantity / : 5,000,000 tablets /
Cepua No O0bem cepuu 5,000,000 Tabnerok
Analytical Report No / : 890001739828 Date of Analysis / : 30.05.2024
AnanuTH4yeckuii oTyeT No JlaTa ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npon3BOACTBA I'onen o (BKJT)
Analysis performed according to ND / Anasnus nposeaen o HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. 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 / uam. Ne 3 ot
28.09.2022)

Ne | Test / [lokazaTeJb Result / PesyabTaThl | Specification / Hopma

10 |Package/ YnaxoBka 10 tablets in PV(C/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Tlo 10 Ttabnerok B IIBX / amoMuHHEeBOM
| | ITo 10 TabneToK B | 6nmcrepe. [To 1, 2, 3 unu 10 6nuctepor BMecTe ©
l [IBX/amoMHHUMEBOM  OJUCTEpE. | HHCTPYKUKeH MO0 MPUMEHEHHIO B MauKy
ITo 3 Onucrepa BMECTE C|KapTOHHYIO.

| | HHCTPYKLUHeH Mo MPUMEHEHHIO B
[a4Ky KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / "According toND /
CooteeTcTByeT TpeOOBaHUAM B cooreercteuu ¢ HJ|

12 |Storage conditions / Xpanenmue |Store protected from light below 25°C / B samuiueHHOM OT CBeTa MecCTe IpH
TeMreparype He Boiie 25°C

13 | Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [TpoayKT cooTBeTCTBYET TpeGoBanusm HJJ 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Noarorosneno: Santosh [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBonutens
Kumar Maurya R p Manoj Kumar

5 ol — boous

—

Reprint Date / Reprint Date / Reprint Date /
JHara: 30.05.2024 Hara: 30.05.2024 Jara: 30.05.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L851895AP1584FLC0O04507
wvav.drreddys.com



Dr. Reddy's Laboratories Ltd,
®e Formulaticnh Unit-6
'. Vili. Khol, Nalagarh Road, Baddi,

?
Dr. Reddys q Distt. Solan, H.P, 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page5of S/ Crp. 5u3 5
Product ¢ Nise tablets 100 mg
[poaykT ¢+ Haiiz®, rabnerku 100 Mr
Batch No / 1 V2400802 Batch Quantity / : 5,000,000 tablets /
Cepus No Oo6beM cepun 5,000,000 Tabnerox
Analytical Report No / : 890001739828 Date of Analysis / : 30.05.2024

AnajguTn4yeckuii oryer No Jara aHanuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

JaTa NpoM3BOACTBA T'ogen no (BKJT)

Analysis performed according to ND / Anasnu3z nposeaed no HJI: TI N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wam. 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 / u3m. Ne 3 ot

28.09.2022)

*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.
* AHanu3 Mo TokKaszaTeno «MMKpOGHONOTHYECKas YKUCTOTay TNpPOBORUTCA MPOM3BOAMTENIEM MPH BBIMYCKES MEPHOAMYECKH

(c MHTepBaIOM OIHO McrbITaHHe Ha 20 cepuit unu He Menee 1 pasa B rog). ITokasaTess MOXeT 6bITh He BKMOUeH B CepTHOHKAT
aHanuza hupmel.

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

A e T L NMS-1A-243011, NMS-1A-243007, NMS-1A-243008
Homep cepuu npoussoautenst A®C:

FP Manufacturer API Batch number / FERA00187, FERA00188, FERA00189
Homep cepuu cyoctanuun npousogutess IJID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIponseoantens APC, cTpaHa: Masxranam J{par3 sua Opranukc Jita, Maaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcTRYeT Tpeboranusm HJI 3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moarororsneno: Santosh [posepeno: Pardeep Kumar Onobpeno: Meremkep / PykoBoauTens
Kumar Maurya Qf\' (XZ/__ Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.05.2024 Jara: 30.05.2024 Jata: 30.05.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584FLC0O04507
wweandrroddyz.com





