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

[ I3
D ’ ‘.. Vill. Khol, Nalagari ; i
1. Khol, Nalagarh Road, Baddj,
I. Reddy S s Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page 1 of 5/ Ctp. 1u3z 5

Product : Nise tablets 100 mg
Mpoaykr  : Ha#s®, tabnerkn 100 mr
Batch No / : V2401516 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O0bem cepuu 5,000,000 Tabnerok
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AnajuTHvyecknil oryet Ne JlaTa ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npou3BoacTBA Tonen ao (BKI) _|
Analysis performed according to ND / Anauu3s nposegen no HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
usm. 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)

Ne Test / lokazaTenn Re_sult / Pe3ynbTaThl Specification / Hopma

| 1 |Description/Onucanue Complies / CootBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ %enTOBaTHIM OTTEHKOM
KPYTJIblE ABOAKOBBITYKIIbIE TAONETKH C Tiaakon

NOBEPXHOCTBIO.
2 |Identification/ . Complies / CooTBeTcTBYET The retention time of principal peak in the
MoannHHOCTD chromatogram of test solution should correspond

|to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
IBpems{ yOEPXKMBaHWs OCHOBHOTO IIMKAa Ha
XpPOMATOrpaMMe UCIBITYEMOr'O PacTBOPA JOJIMKHO
COOTBETCTBOBATh BpeMEHH YIEP>KHBaHHUS |
OCHOBHOTO [KMKa Ha XpOMaTorpaMMe pacTBopa
craHpapTHoro obpasla HuMecynHia (pasgen

[ | «KonuuecTBeHHOE OTIpeeeHUE)
|

3 | Average weight and mass 307.7mg/307.7 mr 310 mg£5.0% /310 mr+£5,0 %
uniformity / Cpeanss macca u

RO DO G CTRYMaCeR Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
AHOpOA 18/20 Tabnerok — He Bonee + 5 %

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

|
4 | Dissolution / PacTrBopenue 100%, 99 %, 99 %, 98 %, 98 %, |Not less than 75 % (Q) of labeled amount of

98 %, C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaJIBHOTO
conepkanusa Ci3H12NaOsS (Humecynun) uepes |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJL 3akmwouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Managey / Executive /
[Noaroroenexno: Santosh [Tpoeepeno: Pawan Kumar Opnobpeno: Menemwep / PykqsoanTteis
Kumar Maurya @ ) Abhishek Chauhan f

P /I = = 'f /

==
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.08.2024 Hara: 14.08.2024 Hara: 14.08.2024
Registered Oifice: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 560034, Telangane, Indiz

Tel: £61 40 4800 2900, Fax: =51 40 4300 2999, Email: maii@arreddys.com
CIM: LA51935AP1SS4PLCOOAE0T
wyavdrreddys.com




Dr. Reddy's Laboratories {td.
Formulaticn Unit-6

@
Dr. Reddy’s ‘... Vili. Khol, Nalagarh Road, Baddij,
. Distt. Solan, H.P., 172 205, IND!IA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page2 of S/ Crp.2u3 5

Product : Nise tablets 100 mg
IMpoaykr  : Haiis®, Tabnerku 100 mr
Batch No / 1 V2401516 Batch Quantity / : 5,000,000 tablets /
Cepus No Oo6bem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AHaauTuueckmii oTyeT Ne Jlara anaausa
Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoacTBA T'open po (BxT)
Analysis performed according to ND / Ananus nposeaen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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)

| Ne Test / IlokazaTenn A Result / Pesyabrathl

Specification / Hopma

|45 MuH.

5 | Water/Boga 32% [ Not more than 6.0 % w/w / He 60J1ee_6,0 %

6 | Related substances / PoxctsenHble npumMecu
Impurity A / Ilpumecs A Below LOD (LOD =0.0019 %)/ | NMT 0.20 % / He 6oxee 0,20 %
Hixe npenena oOHapykeHUs
(1O = 0.0019 %)

Impurity B / ITpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Tmpurity C / Ipnmecs C Not detected / He obrapyxeHa N (569, 7 He Gonee 0,20 %

Below LOD (1.LOD = 0.0049 %) /

Impurity D / ITpumecs D NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obHapyxeHHs
(TTO = 0.0049 %)
Below LOD (LOD = 0.0062 %) /
- Himxe npenena o6HapyxeHUs ~ ~
Impurity E / ITpumecs E 10 = 0.0062 %) NMT 0.20 % / He 6onee 0,20 %

‘ | Impurity F / [Ipumecs F Not detected / He obnapyseHa |’ NMT 0.20 % / He 6osee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IHpumeganne: [IpoaykT coorBeTcTBYeT TpeboBanusm HJ{ 3axkmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Mangger / Executive /
Ilogrorosneno: Santosh ITposepeno: Pawan Kumar Onobpero: Menemkep / PyxoBoguTenb
Kumar Maurya @) Y, Abhishek Chauha _

o s F _,//
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.08.2024 Hara: 14.08.2024 Hata: 14.08.2024

Registered Oftice: 8-2-337, Road No. 2, Banjers Hills, Hyderabad - 500034, Telangana, India
Tel. +61 40 4900 2960, Fax: +91 40 4900 2929, Ernail: mait@drrzadys.com
CIN: L851954AP1984PLID0AE0T
wvsLdiveddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories |+d.
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
Page3 of S/ Crp.3u3 5
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnerkn 100 mr
Batch No / : V2401516 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepuu 5,000,000 tabnerox
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AnanuTHyeckn oTueT Ne Jara anaansza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npoussoacraa I'ogen go (Bk)
Analysis performed according to ND / Ananus nposeaen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)
Ne Test / Ilokazarean Result / PesynbTaThl Specification / Hopma -

| Any unknown individual
impurity / EqunnuHas
HeugeHTuduuUpyemas npumech

NMT 0.20 % / He 6onee 0,20 %

| O).IHOpOlIHOCTb AO3HPOBAHUSA

8 Microbial limits* / MuxpoGuoaoruyeckas HucToTa*

0.03%
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / | 32 Acceptance value (AV) should be not more than

15.0 / Tlokazarens npuemsieMoctd (AV) nomkeH
OBITE He Oosiee 15,0

Not more than 1000 CFU/g /

mould count / Obuiee yuco
TIIPOAOKEBBIX W TUIECHEBBIX

rpuboB
|

a) Total acrobic microbial count NA

/ Obee yucno aspobHBIX He 6onee 1000 KOE/r
MHUKPOOPraHH3MOB

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

He 6onee 100 KOE/r

¢) E. coli NA

|
[ Shall be absent in 1g /
JIomKHBI OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[ToxarortosneHo: Santosh IIpoBepeno: Pawan Kumar

Kumar Maurya ﬁ/ 9
P v, o

Approved by: Managery/ Executive /
Onobpeno: Menemxep// PykoBoauTens

Abhishek Chauhan
/

Reprint Date /
Jara: 14.08.2024

Reprint Date /
JlaTa: 14.08.2024

Reprint Date /
Hata: 14.08.2024

Registered Oifice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 40 4900 2959, Ernail: maii@drreddys.com v
CIM: LB5195AP19S4PLCO0O4E0T
wavedireddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories itd,
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddlj,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 4 of 5/ Crp. 4u3 5
Product Nise tablets 100 mg
IpoaykTt Haiiz®, tabnerku 100 Mr
Batch No / 1 V2401516 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AHaJuTHYeCKHUIi oTyeT No Jara ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npousBoacTBa T'oxen no (BK)
Analysis performed according to ND / Ananus nposeaen no HJI: Y1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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)
No Test / [Toka3zaTenn Result / Pe3yabTaThl Specification / Hopma '
9 | Assay/ KoauuyecTBeHHOe 97.8 mg/97.8mr Not less than 90.0 mg and not more than 110.0 mg
onpegejieHHe Ci3H2N>OsS  Nimesulide in  tablet /|
Or 90,0mr pmo 110,0mr Ci3Hp2N-OsS |
(uumecynun) B Tabnerke |
[ 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. /|/ ITo 10 Ttabnerox B IIBX / amomuHHeBOM
o 10 TabneTox B | 6nuctepe. I[To 1, 2, 3 unu 10 Gnuctepor BMecTe ¢©
[IBX/amoMuHHeBOM OaMCTEpE. | MHCTPYKLMEH 1O MNPUMEHEHHIO B [Mayky
I[To 3 O6nucrepa BMecTE C |KapTOHHYIO.
HHCTPYKLHeH Mo MPUMEHEHHIO B
NayKy KapTOHHYIO.
11 |Labeling / MapknpoBka Complies as prescribed / | According to ND / o
CooTBeTCTBYET TpeOOBAHUAM B cootsercTBuu ¢ H]
12 | Storage conditions / Xpanenue | Store protected from light below 25°C / B 3amuuieHHOM OT CBeTa MECTE IIpU
TemnepaType He Boilne 25°C
13 | Shelf life / Cpok roanoctu 3 years /3 rona -

Remarks : The Product conforms to ND /
ITpumeuanne: IIponykt coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akarouenue: OJJIOBPEHO

Prepared by /
IToaroTosneno: Santosh

Kumar Maurya g{

"

Checked by /
[TpoBepeno: Pawan Kumar

s

Approved by: Managgr / Executive /
Onobpeno: Menemigp / PykoBoguTens
Abhishek Chauhan

Reprint Date /
Hata: 14.08.2024

Reprint Date /
Jara: 14.08.2024

Reprint Date /
Jata: 14.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +01 40 4900 2960, Fax: +91 40 4900 2998, Ernail: maii@drraeddys.com
CIN; L35135AP1584PLCQ04507

wyvrdireddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddi,
Disit. Salan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AHaJguTHYECKHH oTyeT No

CEPTU®UNKAT AHAJIU3A
PageSof 5/ Crp.5u3 5
Product : Nise tablets 100 mg
IIpoaykT :  Haiiz®, rabaerku 100 mr
Batch No / 1 V2401516 Batch Quantity / : 5,000,000 tablets /
Cepusi Ne O0bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024

JlaTa ananusa

Date of Manufacture / : 07/2024
JaTa npoM3BoACTBA

Date of Expiry / : 06/2027
TI'oaen po (BKT)

28.09.2022)

Analysis performed according to ND / Auanus nposegen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 o1 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

*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 no mnokasaTemo «Mukpobuonoruyeckas HHCTOTa» MPOBOAWUTCA MPOHM3BOAMTENEM NPH BhIMYCKE NMEPHOIHYECKH
(c nuTepBanom oaHo ucnbitante Ha 20 cepuil unu He MeHee 1 pasa B ron). Ilokasarens MoxeT ObITh He BKModeH B CepTndHkar

aHanu3a (hUpMBbL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npoussogutensa APC:

NMS-1A-243023

FP Manufacturer API Batch number /

HoMep cepuu cyocTanuuu npoussoaurens [JIdD:

FERA00289

API Manufactured by & country /
Ipounssogurenn APC, cTpaHa:

Mangalam Drugs and Organics Ltd, India /
Manranam Jlpar3 sua Opranuxc JIta, Uaaus

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuanue: ITponykt cootBeTcTBYET TpeboBanusam HJI 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager /[Executive /
INoaroroeneno: Santosh [Iposepeno: Pawan Kumar Onobpeno: Menemkep /[Pykosoaurenb
Kumar Maurya % A Abhishek Chauhan

— dL /

i — s

Reprint Date / Reprint Date / Reprint Date /
Jara: 14.08.2024 Hara: 14.08.2024 Jara: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India

Telr +21 490 4900 29C0, Fax: +91 40 4300 2928, Email: maii@drredays.com

APL1SSAPLT004507
svidireddys.com

CIM:




