Dr. Reddy's Laboratories (td.

@ o . :
9 Formulation Unit-6
Dl'. Reddy S ‘... Vill. Khol, Nalagarh Road, Baddi,
- Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 1 of S/ Crp. 1u3 5

Product : Nise tablets 100 mg
Ipoaykr  : Haiiz®, Tabnerku 100 mr
Batch No / : V2400140 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne Oo6nem cepuu 5000000 Tabaerok
Analytical Report No / : 890001719482 Date of Analysis / 1 16.02.2024
AHaJuTHYeCKUi oTyeT No Jara ananusa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
JlaTa npon3BoJcTBa TI'open po (BK)
Analysis performed according to ND / Anaaus nposeaen mo HJI: ITN012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IlokazaTennb Result / PesyabTaThl Specification / Hopma

1 |Description/ Onucanune Complies / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ >KeNTOBAaTBHIM
OTTEHKOM KpYTJIBIE ABOSKOBBIMYKble TaONeTKH
C IJIaIKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoannHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep)KuBaHHsS OCHOBHOTO
NMKa Ha XpoMarorpaMMe  HCIIBITYeMOro
pacTBOpa HOJDKHO COOTBETCTBOBAaTh BPEMEHH
YIepPXKHBAHUS OCHOBHOTO nMKa Ha
XpOMarorpaMMe  pactBopa  CTaHJapTHOTO
obpasia HUMeCYIuaa (pasnen
«KonuyecTBeHHOE OIpe/IeNICHHE)

3 | Average weight and mass 3104 mg/310.4 mr 310 mg+5.0% /310 Mmr+ 5,0 %

Elzitlimztg}:offf)ﬁ:zxacca Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
P 18/20 Tabnerok — He Bonee + 5 %

2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He 6osee = 10 %

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

101 %, C13H2N>0sS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpogykT cooTBeTCTBYET TpeboBaHusM HJ{ 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

[ToaroToBneHO: A()\/ ITpoBepeno: Santo'i_h Kumar Onodpeno: Menemwxep / PykoBoanTens

Shivani Maurya Abhishek Chauhan /

i A,
Reprint Date / Reprint Date / Reprint Date / 7
Hara: 16.02.2024 JHata: 16.02.2024 JlaTta: 16.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4860 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 TYLAPTYRAFLCO04507
www.drreddys.com



Dr.Reddy’s Q':°

Dr. Reddy's Laboratories [td.
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

CEPTUDPUKAT AHAJIMU3A
Page2of 5/ Crp.2u35
Product Nise tablets 100 mg
IpoldykTr Haii3®, tabnerku 100 mr
Batch No / 1 V2400140 Batch Quantity / : 5000000 tablets /
Cephs Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001719482 Date of Analysis / : 16.02.2024
AnaanTnyecknii oruer Ne JlaTa aHaau3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa nponsBoacTea T'ogen xo (BKJI)
Analysis performed according to ND / Ananus nposeaen no HI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / ITokasareanb Result / PesyabTaThl Specification / Hopma
minutes / He menee 75 % (Q) ot
HOMuHansHoro conepxxanus Ci3HaN2OsS
(HuMecynun) yepes 45 MuH.
5 | Water / Boaa 2.7 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PoncrBeHHble NpUMecH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Below LOD (LOD = 0.0019%) /
Huxe npenena obnapyxenus (I10 =
0.0019 %)

Below LOQ (LOQ = 0.0084 %) /
Hrxe nmpenena KONH4ECTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity C/ ITpumecs C

Impurity D / ITpumecs D

Impurity E / ITpumecs E

Not detected / He ob6HapyxeHa

Not detected / He o6HapyskeHa

Not detected / He obHapyxeHa

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 /
IIpumeuanue: [Ipoaykr coorBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Jata: 16.02.2024

Prepared by / Checked by / Approved by: Manager,/ Executive /
[ToxroroeneHo: -]/ IIposepeno: Santosh Kumar Onobpero: Menexep)/ PykoBoanTens
Shivani Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.02.2024

JlaTa: 16.02.2024

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q‘:'

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

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

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Page3of S/ Crp.3u35
Product Nise tablets 100 mg
IMpoayxr Haiia®, tabnerku 100 mMr
Batch No / 1 V2400140 Batch Quantity / + 5000000 tablets /
Cepusn Ne Ob6bem cepun 5000000 TabneTox
Analytical Report No / : 890001719482 Date of Analysis / : 16.02.2024
AHaNIHTHYeCKH I oTyeT No Mara anannza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npousBojicTBa T'ogen go (Br)
Analysis performed according to ND / Ananns nposeaen mo HJI: I1 N012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTenb Result / PesyabTaThl Specification / Hopma
Impurity F / ITpumecs F Below LOD (LOD = 0.0045%)/ |NMT 0.20 % / He 6onee 0,20 %
Hwxe npenena o6Hapyxenus (IIO =
0.0045 %)

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

impurity / Ennnaunas 0.03%

HeHAeHTUULMpYyeMast

NpUMech

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

npumecei

7 | Uniformity of dosage units / 44 Acceptance value (AV) should be not more

OaHOPOAHOCTL A03HPOBAHHUS

than 15.0 / IlokazaTens npuemieMocTH (AV)
JIomKeH ObITh He Gosee 15,0

8 |Microbial limits* / MukpoouoJsiornyeckas yucrora*

mould count / Ob1nee yncno
JPOMOKEBBIX M [UIECHEBBIX
rpubos

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61ee yucno He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPTaHH3MOB

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

He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykr coorsercTByeT Tpeboanuam HJI

Conclusion : APPROVED /
3axsouenune: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: ﬁ‘/ Ipoeepeno: Santosh Kumar Onobpeno: Menenxep/ PykoBonuTens
Shivani Maurya (s Abhishek Chauhan

— /
Reprint Date / Reprint Date / Reprint Date / [
Jlarta: 16.02.2024 Jlata: 16.02.2024 Iata: 16.02.2024

Regisiered 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
CHIN: L83 195AP LG84FLC 0045807
www drreddys.com



Dr.Reddy’s €5¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

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

CERTIFICATE OF ANALYSIS

IIaTa MpONU3BOACTBA

T'onen no (BK1)

CEPTH®UKAT AHAJIM3A
Pagedof S/ Crp. 4u35

Product Nise tablets 100 mg
IIpolykr Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2400140 Batch Quantity / : 5000000 tablets /
Cepua Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001719482 Date of Analysis / : 16.02.2024
AHaluTH4yecKknii oTyet Ne Jara avannsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027

28.09.2022)

Analysis performed according to ND / Auaaus nposegen mo HJI: ITN012824/03-140119 (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 / uzm. Ne 3 ot

Ne Test / Ilo

Ka3aTeJb

Result / Pe3yabTaThl

Specification / Hopma

¢) E. coli

NA

Shall be absent in 1g /

JIOMKHBL OTCYTCTBOBAThH B 1 T

9 | Assay/ Koauu
onpeaeJjieHHe

€CTBEHHOE

101.7 mg/ 101.7 mr

Or 90,0mMr no
(HuMecynua) B TabneTke

Not less than 90.0 mg and not more than
110.0 mg C;3H2N>OsS Nimesulide in tablet /
110,0 mr

Ci13H2N20sS

10 |Package / YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IBX/amomunuesom onucrepe. 1o 3
6nucTepa BMECTE C MHCTPYKLIMEH MO
MIPUMEHEHHIO B ITa4Ky KapTOHHYIO.

carton. / Ilo

GHHCTCPOB BMECTE C

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
10 Tabnerox B
amoMunueBoM Omuctepe. Ilo 1, 2, 3 wmu 10

NPUMEHEHHUIO B MaYKY KapTOHHYIO.

IBX /

HHCTPYKLIMEH TO

11 |Labeling / MapkupoBka

XpaHeHue

12 | Storage conditions /

Complies as prescribed /
CootBercTBYeT TpeOOBaHUAM

According to ND /
B cootBercTBuu ¢ HJ|

| Store protected from light below 25°C / B 3ammmeHHOM OT CBeTa MecTe MpH
TeMmeparype He Beie 25°C

13 | Shelf life / Cpok roanoctu

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.
* AHanuz mo nokasaremo «MUKpOOGUOJIOrHYecKas YWCTOTay MPOBOJUTCA MPOU3BOIAUTENEM TPH BBITYCKE MEPHOOHUYECKH
(c vHTEepBaIOM 0JHO HMcTibiTanue Ha 20 cepuit unn He menee 1 pasa B ron). [Tokaszatens MoxeT ObITh He BiuoueH B CepTudukar

aHanuza GUupMel.

Remarks : The Product conforms to ND /
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo:; ﬁj/ ITposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaHuTe s
Shivani Maurya 6. Abhishek Chauhan -
Reprint Date / Reprint Date / Reprint Date /

Jata: 16.02.2024 JHara: 16.02.2024 Jara: 16.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 19140 4900 2960, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO0A507

www.drreddys.com



Dr.Reddy’s ":’

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

CEPTUDOUKAT AHAJIM3A
PageSof S/ Crp.5u35

Product Nise tablets 100 mg
Ipoaykt Haii3®, Tabnerku 100 mr
BatchNo / 1 V2400140 Batch Quantity / : 5000000 tablets /
CepHa Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 890001719482 Date of Analysis / : 16.02.2024
AHaJuTMyeckmii oTuer Ne Jlara aHanu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BOACTBA I'ogen po (BKuT)
Analysis performed according to ND / Auanus nposeaen mo 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 / 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 /
Howmep cepun npoussoautenas ADC:

NMS-1A-233016

FP Manufacturer API Batch number /
Howmep cepun cyocranuun npoussoauteas I'JID:

FEQAO00558

API Manufactured by & country /
IIpouseoaureas ADC, ctpaHa:

Mangalam Drugs and Organics Ltd, India /
Masurasam pars sun Opranduke JIta, Maaus

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipogykt cooTBeTCTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

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

IToaroroBneHo: - IIpoBepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoautens

Shivani A J Maurya @\, Abhishek Chauhan ZE //
/

Reprint Date / Reprint Date / Reprint Date / '

JHara: 16.02.2024 Jara: 16.02.2024 Jara: 16.02.2024

Registered Office: 3-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 30 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1924PLCO04507
www.drreddys.com



