Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIM3A
Page 1of 5/ Ctp. 1 u3 5

Product Nise tablets 100 mg
IIpoAykT Haiiz®, tabnetkn 100 Mr
Batch No / 1 V2401084 Batch Quantity / : 5,000,000 tablets /
Cepsin Ne O6bem cepun 5,000,000 Tabneroxk
Analytical Report No / : 890001745363 Date of Analysis / ¢ 25.06.2024
AHaJiuTHYecKHi oTyeT No JlaTa ananusa
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JaTa npousBoacrsa Topen po (BKJT)
Analysis performed according to ND / Anasnu3s nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

Ne | Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma__

1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ XeNTOBaTEIM OTTEHKOM
KPYIJble [BOSKOBBINYKJIbIE TAONETKU € TMagKoH
MOBEPXHOCTHIO.

| Identification / Complies / (_:OOTBeTCTByeT

IoannHHOCTH

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 yAepXHBaHWs OCHOBHOTO IHKa Ha
XpOMATOrpaMMe KCIBITYEMOr0 pacTBOpa NOJDKHO
COOTBETCTBOBATH BpEMEHU yOepXUBaHUSA
OCHOBHOTO MMKa Ha XpOMATOTPaMMe pacTBOpa
cTaHmapTHOro ofpasua HuMmecynuza (paszen
«KonnuecTBeHHOE OIpeaeIeHHE»)

Average weight and mass 309.3 mg/309.3 mr
uniformity / Cpeansis macca 1

Complies / CooTBeTcTBYET
OJHOPOAHOCTH Macchl

310mg+5.0 % /310 Mr£5,0 %

18/20 tablets - NMT = 5 % /
18/20 Tabnerok — He 6onee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerox — He Gosee = 10 %

97%, 94 %, 97 %, 94 %, 95 %,
| 100 %,

Dissolution / PacTeopenue

Not less than 75 % (Q) of labeled amount of

Ci3H15N20sS nimesulide is dissolved in 45
|minutes / He menee 75 % (Q) oT HOMMHaNLHOIO
| comepxanus Ci3H2N-OsS (Humecynun) uepes

45 MuH.
|

Remarks : The Product conforms to ND /
Ipumeuanne: [IpogykT cooTeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED/
3axmouenue: OJJOBPEHO

Prepared by /

[MoxrorosneHo: Ankit ? IIpoBepeno: Santosh Kumar
/ ’Maurya ( E:

Checked by /

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykosoauTtens
Manoj Kumar

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Jara: 25.06.2024

Reprint Date /
Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, indis
Tet. +81 40 3900 2800, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com
CIN: 1L.85135AP1984PLCO04ED7

wyawv.drreddvs.com
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Dr. Reddy's Laboratories |1d.
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 AHAJIM3A
Page2of 5/ Crp. 2 m3 5

Product Nise tablets 100 mg '
HpoaykTt Haii3®, Tabnetku 100 mr
Batch No / : V2401084 Batch Quantity / : 5,000,000 tablets /
Cenun No O6nem cepuu 5.000.000 tabnerok
Analytical Report No / : 890001745363 Date of Analysis / 1 25.06.2024
AnaiuTHuyecKHii oTuer No Jara ananuza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npoU3BOACTBA Toxen go (BKJT)
Analysis performed according to ND / Ananus nposeneu no HJI; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mzm. 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/ IloxasaTenn Result / PesyabraTsl | Speciﬁcaﬁun7 Hopma

5 Water / Boaa 31% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoxcTennbie npHMecH

Impurity A / IIpumecs A 0.02% NMT 0.20 % / He 6omee 0,20 %

Impurity B / llpumecs B

[ Below LOQ (LOQ = 0.0084 %) /
| Hike npenena konuuecTBeHHOro
onpenenenus (ITKO = 0.0084 %)

Impurity C / Ilpumecs C

ot detected / He obnapyxeHa

Impurity D / [pumecs D

Not detected / He o6HapyxeHa

Impurity E / [Ipumecs E

Not detected / He obHapyxkeHa

Impurity F / Ilpumecs F

Below LOD (LOD = 0.0045 %) /
Hinxe npenena obHapyxeHus

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 %

(TTO = 0.0045 %)

Any unknown individual

NMT 0.20 % / He 6onee 0,20 %

npuMecen

X . 0.02%

impurity / Enunuunas

HeuneHTHGHUUMpYEMas TPUMECh

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

Remarks : The Product conforms to ND /
Ipumeuanne: IpoayxT cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Zaxmwouenne: OJOBPEHO

Jara: 25.06.2024

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

IMoarotosneHo: Ankit /7" IIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoairens
/ “Maurya & Manoj Kumar ;

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.06.2024

Harta: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, India
Tal: +51 40 4900 2900, Fax: +41 4C 4900 2999, Email: mali@drreddys.com
CIN: LBS195AP1984PLCO04507

www.drrecddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTHU3A
Page3of S/ Crp.3u3z5

Product Nise tablets 100 mg
IIpoaykr Haii3®, tabaerku 100 mMr
Batch No / : V2401084 Batch Quantity / : 5,000,000 tablets /
Copris Ne Ofivem cepuu 5.000.000 Tabrnerox
Analytical Report No / : 890001745363 Date of Analysis/ : 25.06.2024
Anajuraveckuii otyer Ne JlaTa ananu3a
Date of Manufacture / £ 05/2024 Date of Expiry / : 04/2027
Jlara npou3BoaCTBa Tonen o (BrT)
Analysis performed according to ND / Auanu3s npoeeaen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

___Specification / Hopma
Acceptance value (AV) should be not more than
15.0 / Iokasatens npuemiemoctr (AV) noymmkeH

6bITh He Gonee 15,0

Ne Test / Iloka3aTesnb _ Result/ PesyabTaTsl
7 | Uniformity of dosage units / 3.6
OaHOpOAHOCTb J03MPOBAHUS

8 |Microbial limits* / Mukpo6uosoruyeckas uucrora*

a) Total aerobic microbial count NA Not more than 1000 CFU/g /

/ Ob1ee yucao aspobHbIX He Gonec 1000 KOE/r

MHKpPOOPTraHW3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g / -
mould count / Obwee yucno He 6onee 100 KOE/r
| mpoXxOKEBBIX U MITECHEBBIX
| rpubos

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

I JomKHbBI OTCYTCTBOBATE B 1 T

Not less than 90.0 mg and not more than 110.0 mg_
Ci3H2N-OsS  Nimesulide in tablet /
Or 90,0mr pmo 110,0mMr Ci3H|2N2OsS
(numecynua) B TabneTke

9 | Assay / KonnyecTBeHHOE 99.2 mg/99.2 Mr

onpeaejJeHne

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
Approved by: Manager / Executive /

Remarks : The Product conforms to ND /
TMpumeuanue: [IponykT cooTBETCTBYET Tpebosanusam HJJ

Prepared by / . Checked by /

Maurya

[Moarorosneto: Ankitjzx/ﬂpoBepeHo: Santosh Kumar

dn

c——

Onobpeno: Menemxkep / PyKoBoIHTENb
Manoj Kumar A

Reprint Date /
Jata: 25.06.2024

Reprint Date /

Jara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india

Tol

L6140 4900 2800, Fax: +61 40 4900 2929, Ernail: maii@drreddys.com

CIM: L85195AP19S4PLLO04507
wwvedrreddys.com
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Dr. Reddy's Laboratories td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page 4 of S/ Crp. 4 u3 5

Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401084 Batch Quantity / : 5,000,000 tablets /
Cepsia N2 Ofivem cepun 5.000.000 Tabnerox
Analytical Report No / : 890001745363 Date of Analysis / : 25.06.2024
Anajuruyeckuii oryer Ne Jlara aHaauza
Date of Manufacture / 1 05/2024 Date of Expiry / : 04/2027
JlaTa npou3BOACTBA TI'oaen no (BK.T)
Analysis performed according to ND / Anaau3s nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N | Test / llokazaTenn Result / PeayanTarsl ~_ Specification / Hopma

10 |Package/ YnakoBka 10 tablets in PVC/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. /|/ Ilo 10 Tabnerox B IIBX / amomunHeBom

:HO 10 TabyeToK B | Gnucrepe. [To 1, 2, 3 wmu 10 6nucTepoB BMECTE ©
IHBX/aJ'HOMI/IHHeBOM 6nucrepe. | HUHCTPYKUMEH 10 NPUMEHEHHIO B Mayky
|TTo 3 ©GnucTepa BMECTE C | KAPTOHHYIO.
| HHCTpyKUHMER 110 TPHMCHCHHIO B |
NauKy KapTOHHYIO. [
11 |Labeling / MapkupoBka Complies as prescribed / -According toND /
CootBercTBYeT TpeOOBAHUAM B cooteercTemu ¢ HJJ
12 |Storage conditions / Xpanenue | Store protected from light below 25°C / B 3alMieHHOM OT CBETa MeCTe IpH
| Temneparype He Bblille 25°C
13 [Shelf life / Cpok roanocru 3 years / 3 roma

*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 /
Ipumeuanue: [IpoaykT cooTeTcTBYET TpeboBanusam H/L

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO

Prepared by /

Checked by /

[Toarotosneno: Ankit /,/ [posepeno: Santosh Kumar
éf/’ "Maurya

Approved by: Manager / Executive /
Ono6peHo: Menemxep / PykoBoauTensb

Manoj Kumar
O,

Reprint Date /
JHara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Reprint Date /
JHata: 25.06.2024

Registeraed Office: 8-2-237, Road No. 2, Ranjara Hills, Hyderabad - 560034, Telangzana, india

Tei, 81 40 3900 2900, Fax: +91 40 4900 2998, Ernail: maii@drre

advs.com
CIM: L85135AP1984PLL004507
wwwedrreddvs.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories [1d.
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

CEPTUO®UKAT AHAJIM3A
Page Sof 5/ Crp. 5u3 5

Product Nise tablets 100 mg
Ipoaykr Haiia®, Tabnetkn 100 Mr
Batch No / : V2401084 Batch Quantity / : 5,000,000 tablets /
Cepsta Ne OGnem cepun 5.000.000 Tabnaerox
Analytical Report No / : 890001745363 Date of Analysis / : 25.06.2024
AHaJIHTHYeCKHii oT4yeT Ne JlaTa anannza
Date of Manufacture / 1 05/2024 Date of Expiry / ¢ 04/2027
JlaTa npou3BoACTBa I'omen mo (BK.J)
Analysis performed according to ND / Anasnu3s nposeaen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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)

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

* AHanyu3 Mo mokasaTeno «MukpoGuojoruyeckas 4MCTOTa» [MPOBOAUTCS MPOU3BOAMTENEM MPH BBIMYCKE MEPHOAHIECKH
(c MHTEpBaNOM 0JHO UcTIbITaHMe Ha 20 cepuit WK He MeHee 1 pasa B ron). [TokasaTenb MoxeT 6bITh He Bkmo4eH B Ceprudukar

aHanuza hHpMEL

API name (INN) / A®C (MHH):

Nimesulide / Humecynng

API manufacturer batch number /
Homep cepun npousoauteis ADC:

NMS-1A-243015, NMS-1A-243016

FP Manufacturer API Batch number /
Howmep cepuu cy6cTanuun npoussogntens I'JID:

FERA00234, FERA00237

API Manufactured by & country /
ITpouspoautenr APC, eTpana:

Mangalam Drugs and Organics Ltd, India /
Masnranam Jlpars 3u1 Opranuke JIta, MHaus

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykt cooreTcTBYeT Tpebosanusm H/L

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

IMoaroroeneno: Ankit ) ITposepeno: Santosh Kumar
ﬁ/’Maurya @\

—

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosoautens
Manoj Kumar -

Reprint Date /
JlaTa: 25.06.2024

Reprint Date /
JlaTa: 25.06.2024

Reprint Date /
Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tai: +51 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: 1L.85195AP1984PLCO04507
www.drrecddvs.com




