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

@e
Dr. Reddy’s q.... Viil. Khol, Nalagarh Road, Badd;j,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 88166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page10ofS/ Crp.1u35

Product + Nise tablets 100 mg
ITpoAyxT :  Haiiz®, tabnerku 100 mr
BatchNo / : V2400139 Batch Quantity / : 5000000 tablets /
Cepmus Ne O6nem cepun 5000000 Tabnerox
Analytical Report No / : 890001719481 Date of Analysis / : 16.02.2024
AnaJuuTnyeckuii oryet Ne JlaTa anann3a
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npou3sBOACTBA I'ogen go (BKa)
Analysis performed according to ND / Anasnu3s nposeaen mo 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Iloka3zaTesb Result / PesyabTaTsl Specification / Hopma -

1 | Description / Onucaune Complies / CooTBercTBYyeT Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ >KeITOBaTHIM
OTTEHKOM KpYTJIble JBOSKOBHIMYKNbIE Ta0JNeTKH
C IJ1aIKOM MOBEPXHOCTBIO.

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IHopnunuocTs chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>XxUBaHHS OCHOBHOTO
NMKa Ha XpOMAaTOrpamMMe  HCMBITYEMOIo
pacTBOpa HOJDKHO COOTBETCTBOBATH BPEMEHU
YIAEPKUBAHHS OCHOBHOT'O n1Ka Ha
XpOMaTOrpaMMe€  pacTBOpa  CTaHIApPTHOrO
ob6pasna HUMeCYNuIa (pazzen
«KonuyecTBeHHOE OTIpeieNeHHE)

3 | Average weight and mass 307.8 mg/307.8 mMr 310 mg+5.0% /310 mMr£5,0%

uniformity / Cpeausa macca Complies / CoorBeTcTBYET 18/20 tablets —NMT £ 5 %/

H OJHOPOJHOCTE MACChI
AHOPOA 18/20 Tabnerok — He Hoyee + 5 %

2/20 tablets - NMT + 10 % /
2/20 tabnerok — He 6osiee = 10 %

4 |Dissolution / PactBopenue 99 %, 101 %, 100 %, 100 %, 96 %, |Not less than 75 % (Q) of labeled amount of

100 %, C13H12N205S nimesulide is dissolved in 45

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpameuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IHoarorosneHo: Iposepeno: Santosh Kumar Onobpeno: Meneke) / PykoBoauTens
Shivani r Maurya g_' Abhishek Chauhan })

_'-""’/
Reprint Date / Reprint Date / Reprint Date / ’
Jata: 16.02.2024 Hara: 16.02.2024 Jlarta: 16.02.2024

Repistered Office: 2-2-337, Read No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: <01 40 1900 2800, Fax: +91 40 4200 2999, Ermeil: mail@drreddys.com
CIN:L851954P1984PLC0O0A507
www.drreddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nelagarh Road, Baddi,
Disti. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page20of S/ Crp.2mu35
Product Nise tablets 100 mg
IIpoAyxT Haiiz®, tabaetku 100 mr
BatchNo / 1 V2400139 Batch Quantity / : 5000000 tablets /
Cepma Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001719481 Date of Analysis / ¢ 16.02.2024
AHaJuTHYecKHi oTueT Ne Jara aHajau3a
Date of Manufacture / : 01/2024 Date of Expiry / ¢ 12/2026
JlaTa npou3BOACTBA I'open go (BKI)
Analysis performed according to ND / Anaaus nposeaen no 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / [loxazaTenb Result / Pe3yabTaThl Specification / Hopma

5 Water / Boaa

minutes / He menee 75 % (Q) ot
HoMHHanbHOTO conepxkanusa Ci3HiaN20sS
(aumecysun) yepes 45 MUH.

25%

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

6 [Related substances / PoacTeennble npumecH

Impurity A / ITpumecs A

Not detected / He o6HapyxeHa

Impurity B / Ilpumecs B

Below LOQ (LOQ = 0.0084 %) /
Huxe npenesna Konu4eCTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Impurity C/ Ilpumecs C Not detected / He o6HapyxeHa
Impurity D / Ilpumecs D Not detected / He obHapyxeHa
Impurity E / Ilpumecs E

Below LOD (LOD = 0.0062%) /
Huxe npenena o6uapyxenus (I10 =
0.0062 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oaee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipumeuanne: [Iponykt coorBeTcTBYeT Tpedoanusm HII

Conclusion : APPROVED /
3axmawyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotoBnexo: IIpoepeno: SantoshKumar Ono6peno: Menemxkgp / Pykosoaurensb
Shivani AT Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / /

Hata: 16.02.2024 Hara: 16.02.2024 Hata: 16.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wwvw.diredudys.eun




Dr.Reddy’s Qf-

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 20S, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page3of S/ Crp.3u3 5
Product Nise tablets 100 mg
IpoaykT Haii3®, tabnetku 100 Mr
Batch No / : V2400139 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / + 890001719481 Date of Analysis / : 16.02.2024
AHaJjnTHyecKkuii oTyetr Ne Hara ananusa
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npoH3BoACTBA I'open go (BKT)
Analysis performed according to ND / Auasnus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / u3am. Ne 3 ot
28.09.2022)
Ne Test / [TokazaTeas Result / PesyabraThl Specification / Hopma
Impurity F / Tlpumecs F Below LOD (LOD = 0.0045%)/ |NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6Hapyxenus (I10 =
0.0045 %)

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

impurity / Equnuunas 0.02%

HeuzeHTHULHpYeMast

TIPUMECH

Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %

npumecei

7 | Uniformity of dosage units / 22 Acceptance value (AV) should be not more

OﬂHOpOlIHOCTL AO3UPOBaHUA

than 15.0 / ITokazatens npuemneMocty (AV)
noJpkeH Ob1Th He Gonee 15,0

8 [Microbial limits* / MukpoGuoJioruyeckas yncrora*

mould count / O6wee yucio
JPOMOKEBBIX U TUIECHEBBIX
rpubos

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6iee Yuco He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /

He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
ITpumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosnexo: ITpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pyxosoaurens
Shivani J r Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / !

Hata: 16.02.2024 Hara: 16.02.2024 Jlara: 16.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Irdia
Teb #2140 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1524PLC0O04507
wywdrreddys, com



Dr.Reddy’s Qf:‘

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.direddys.com

CERTIFICATE OF ANALYSIS

onpeaeJicHue

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

Product Nise tablets 100 mg
Hpoaykr Hai3®, Tabnerku 100 mr
Batch No/ 1 V2400139 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001719481 Date of Analysis / : 16.02.2024
AHaJnTHYecKuii oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JdaTa npou3BoACTBAa T'omen g0 (BKJI)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. 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)

Ne Test / IloxazaTens Result / PesyabTaThl Specification / Hopma

c) E. coli NA Shall be absent in 1g/
JIoDKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KonnuecrBeHHoe 99.9 mg/99.9 mr Not less than 90.0 mg and not more than

110.0 mg Ci3H;2N>OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3H;pN2OsS
(uumecynun) B Tabnetke

10 |Package / Ynaxoska

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
IBX/amomunuesoM 6nucrepe. Ilo 3
OnMcTepa BMECTE C WHCTPYKLIHEH 10

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomuHueBoM Onucrepe. Ilo 1, 2, 3 wm 10
GIUCTEpOB  BMeCTe C  WHCTPYKLMeH o

NPHUMEHECHUIO B IMAYKY KapTOHHYIO.

TIPUMEHEHHUIO B MAYKY KapTOHHYHO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTBYET TPEOOBAHUAM B cooteercTBuu ¢ HJ|
12 |Storage conditions / Store protected from light below 25°C / B 3amuieHHOM OT CBETa MecTe MpH
XpaHenue Temrepartype He Beine 25°C
13 | Shelf life / Cpok roasoctn 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.
* AHajM3 10 IMOKa3zaTemo «MHKpOOHOIOrHYecKas: YUCTOTa» MPOBOAUTCA MPOU3BOAMTENEM NPH BLIIYCKE MEPHOAHYECKH
(c uHTEpBaIOM OHO MchbITaHue Ha 20 cepuii win He MeHee 1 pasa B rox). ITokazartesns MoxeT 6bITh He BKItOdeH B CepTHUKAT

aHau3a GUPMEL

Remarks : The Product conforms to ND /
IMpumeuanue: IponykT cooTBETCTBYET TpeboBanusm H]T

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Jata: 16.02.2024

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroineHo: . IMposepeno: Santosh Kumar Onobpeno: Menemigp / PykoBoaurens
Shivani l Maurya A Abhishek Chauhan //

=
Reprint Date / Reprint Date / Reprint Date / '

Hara: 16.02.2024

Hata: 16.02.2024

Registered Cffice: 8-2-337, Read No, 3, Banjara Hills, Hyderabad - 500034, Telangana, Irndia
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P! C004507

www.drreddys.com



Dr.Reddy’s Q::‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 50of S/ Crp. 5u3 5

Product : Nise tablets 100 mg
IIpoAyxT :  Haiiz®, rabnerku 100 mr
Batch No / : V2400139 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepun 5000000 TabneTok
Analytical Report No / : 890001719481 Date of Analysis / . 16.02.2024
AHaJinTH4ecKuii oTyeT Ne JMarta aHaauza
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JdaTa npou3BoACTBA I'open po (BKT)
Analysis performed according to ND / Ananus nposeaen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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)

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussonurens ADC:

NMS-1A-233015, NMS-1A-233016, NMS-1A-203024

FP Manufacturer API Batch number /
Howmep cepun cy6cTtanuuu npoussoautens I'JId:

FEQAO00557, FEQA00558, FEOA02762

API Manufactured by & country /
ITpousBogurens A®C, cTpaHa:

Mangalam Drugs and Organics Ltd, India /
Manranam Jlpar3 sug Opranuke Jltn, Uaaus

Remarks : The Product conforms to ND /
Ilpameuanue: [TpoaykT cootBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
Zaxiouenne: OJJOBPEHO

Hata: 16.02.2024

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: %v)/ Iposepeno: Santosh Kumar Onobpeno: Menenxep)/ Pykoroautens
Shivani Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.02.2024

Jara: 16.02.2024

Registered Offica:

8-2-337, Read No. 2, Banjara Hills, Hyderabad - 500034, Telangana, tndia
1404900 2800, Fax: +G1 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984°LC004507
wawvw,drreddys. com



