Dr.Reddy’s Q':'.

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Pagelof S/ Crp.1u3 5
Product : Nise tablets 100 mg
IIpoAyxT : Haiis®, tabnerku 100 mr
BatchNo / : V2302030 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tabnerox
Analytical Report No / : 890001697709 Date of Analysis / ¢ 30.10.2023
AHaJuTHYecknii oTueT No Jara ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npon3BoacTBa T'ogen mo (BKJI)
Analysis performed according to ND / Auanus nposeaen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mmM. 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/IToxa3aTenn Result / PesyabTaThbl Specification / Hopma

1 |Description / Onucanue

Complies / CootBeTcTByeT

Yellowish white round biconvex tablets with
smooth surface. / Besble ¢ )K€ITOBATBIM OTTEHKOM
KpyTJible ABOSKOBBIMYKIIbIE TabNETKU C I1aaKoi
MOBEPXHOCTHIO.

2 |Identification /
ToaMHHOCTDH

Complies / CooTBeTcTBYET

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 yHepXHBaHHS OCHOBHOTO I[TMKa Ha
XpOMATOrpaMMe HCIIBITYEMOT'0 PACTBOPA OJDKHO
COOTBETCTBOBATH ~ BPEMEHH  yJAEPXKHUBaHHS
OCHOBHOI0 MHKa Ha XpOMAaToOrpaMMe pacTBOpa
CTaHZapTHOro obpasna HuMmecyaupga (paszen
«KONHYeCTBEHHOE ONPENEIICHUE)

3 | Average weight and mass
uniformity / Cpeansst Mmacca
H OJHOPOJHOCThL MACCHI

3109 mg/310.9 mr

Complies / CooTBeTcTByET

310 mg£5.0% /310 mMr+ 5,0 %

18/20 tablets —-NMT £+ 5 % /
18/20 tabnetox — He Gonee + 5 %

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

4 | Dissolution / PacTBopenue

92 %, 98 %, 96 %, 91 %, 96 %, 96 % | Not less than 75 % (Q) of labeled amount of

C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHaJIbHOTO
conepxanns Ci3H;2N>OsS (HuMecynum) uepes
45 muH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanmsam HJ{ 3akmouenue: OJIOBPEHO

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

IMoaroTosigro: Rahul ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosonurens

Kumar Maurya Manoj Kumar ‘\m, il
A

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.10.2023 Hara: 30.10.2023 JHata: 30.10.2023

Registered 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
CIN: L85195AP1984PLCO01507

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

CEPTUDPUKAT AHAJIM3A
Page2 of S/ Crp.2u3 5

Product Nise tablets 100 mg
IpoAykT Haiiz®, Tabnetku 100 mr
Batch No / 1 V2302030 Batch Quantity / ¢ 5000000 tablets /
Cep s Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / : 890001697709 Date of Analysis / ¢ 30.10.2023
AHaJUTHYECKHI oTyeT No JlaTa aHaau3za
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoH3BOACTBA T'ogen go (BKT)
Analysis performed according to ND / Anasns nposegen mo HJ/I: ITN012824/03-140119 {amend Ne 1 from 08.06.2020 /
m3m. 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 / IlokazaTenn Result / PesyabTaTsi Specification / Hopma

Impurity B / Ilpumecs B

Impurity C / IIpumecs C
Impurity D / IIpumecs D

Impurity E / Ilpumecs E

Impurity F / IIpumecs F

Any unknown individual
impurity / Enunuunas
HeuneHTuGUUUpyemas
npuUMech

Below LOQ (LOQ = 0.0084 %) /

Huke npenena KOMM4€CTBEHHOTO

onpezenenus (IIKO = 0.0084 %)
Not detected / He obHapykeHa

Below LOD (LOD = 0.0049 %) /
Hwke npenena o6xapyxenus (I10 =
0.0049%)

Not detected / ne obHapyxeHa

Not detected / He o6HapyxeHa

0.03%

5 | Water /Boaa 3.6 % Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHBIe IpHMecH
Impurity A / Tlpumecs A 0.01% 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 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipumeuanue: [IponykT cootseTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

[Monroroeagho: Rahul IIposepeno: Santosh Kumar Opnobpeno: Menemkep / PykoroauTens

Kumar Maurya b Manoj Kumar : f
£ , S &"3-‘-‘-‘-—#

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.10.2023 Hara: 30.10.2023 Hata: 30.10.2023

Registered 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
CIN: L&5155AP 1584PLC0O04507

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 : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A
Page3 of 5/ Crp.3u3 5
Product : Nise tablets 100 mg
IlpoAykT Haiiz®, Tabaerku 100 mr
BatchNo / : V2302030 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepuu 5000000Tabnerox
Analytical Report No / : 890001697709 Date of Analysis / ¢ 30.10.2023
AHaJUTHYECKHI 0TUeT Ne JlaTa aHaau3a
Date of Manufacture / + 10/2023 Date of Expiry / : 09/2026
JaTa npou3BoacTBa I'ogen po (BKT)
Analysis performed according to ND / Auanus nposeaen no HJE: 1 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 / n3m. Ne 3 ot
28.09.2022)
Ne Test / Tloxa3aTeas Result / PesyabTaTsl Specification / Hopma

Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 34 - Acceptance value (AV) should be not more than
OaHOPOAHOCTH JO3HPOBAHHS 15.0 / Toka3zarens npueMneMmoctu (AV) nomkeH
661TE HE Honee 15,0
8 |Microbial limits* / Muxpo6uosioruyueckas yucrora*

a) Total aerobic microbial
count / O61iee yucao
a3pOOHBEIX MHUKPOOPraHH3MOB

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

b) Total combined yeasts and
mould count / O611ee unucio
IPONOKEBBIX H TUIECHEBBIX
rpu6oB

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

¢) E. coli

NA Shall be absent in 1g/

JIOMKHBI OTCYTCTBOBAThH B 1 T

9 | Assay/ KoauyecTBeHHOe
onpejejeHne

101.1 mg/101.1 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N>OsS  Nimesulide in tablet /
Or 900mMr pmo 110,0mr C;3H;2N>OsS
(HuMecysua) B TabneTke

Remarks : The Product conforms to ND /
INpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebobanusm HJI

Conclusion : APPROVED /
3akawuyenue: OJOBPEHO

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

[Toarorogfiero: Rahul [Ipoeepeno: Santosh Kumar Opobpeno: Menemxkep / PykoBonuTess

Kumar Maurya (ﬁ\- Manoj Kumar }h_;lﬂ!ﬁz’—
- = ‘

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.10.2023 Jlara: 30.10.2023 Jlata: 30.10.2023

Registered 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
CIN: L85195Ar1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

10 |Package/ YmakxoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Tabnetox B
[MBX/amomunueBom 6amctepe. Ilo 2

CEPTU®UKAT AHAJIM3A
Page 4 of S/ Crp. 4 u3z 5

Product Nise tablets 100 mg
IIpodyxT Haii3®, Tabnerku 100 mr
BatchNo / 1 V2302030 Batch Quantity / : 5000000 tablets /
CepHa Ne O0nem cepun 5000000TabneTox
Analytical Report No / : 890001697709 Date of Analysis / : 30.10.2023
AHaJUTHYeCKHIt oTueT Ne Jara aHaausa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BoACTBa T'open po (BKuT)
Analysis performed according to ND / Anasnus nposeaen no 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3zm. Ne 3 ot
28.09.2022)

Ne Test / Iloxasarenn Result / Pe3yabTaThi Specification / Hopma ]

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerok B IIBX / amoMHHHEBOM
6nmcrepe. ITo 1, 2, 3 unu 10 6nuctepoB BMecTe ©

CootetcTBYET TpebOBaHUAM

B cootBeTcTBuu ¢ HJ1

6aucTepa BMECTe ¢ MHCTPYKLMEH MO | AHCTPYKLMEH [0 NPUMEHEHWIO B TaykKy
NPUMEHEHHIO B Ma4YKy KaPTOHHYIO. | KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

12 | Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3amuineHHOM OT cBeTa MecCTe IpH

TeMIiepatype He Bbiue 25°C

13 | Shelflife / Cpok rogHocTu

3 years / 3 rona

*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 mnokxasarenio «MUKpoGHONIOrHYecKas YHCTOTa» NPOBOAMUTCS TNPOU3BOAMTENEM IIPU BBINYCKE IMEPHOAHYECKH
(c nHTEpBANOM OIHO UCTBITaHKE HA 20 cepuii UMK He MeHee 1 pasa B roxn). [Tokazatens MoxeT ObITh He BKIoUeH B CepTudukar

aHany3a (ipMEL

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepuu npoussoanreiiss ADC:

MS-1A-233004-M1

FP Manufacturer API Batch number /
Howmep cepun cy6cTtannun npounssoautess I'ID:

FEQAO00470

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
Ipumeuanue: [poaykr coorBeTcTBYeT TpeboBaHUsaM HJL

Conclusion : APPROVED /
3akmoyenune: OJOBPEHO

Jara: 30.10.2023

Hata: 30.10.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorogjeno: Rahul IIposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoanTens
Kumar Maurya '\ K Manoj Kumar a "

G
Reprint Date / Reprint Date / Reprint Date /

Hata: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29983, Email: mail@drreddys.com
CIM: LOG195AP1204PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

. @S
Dl’. Reddy s ‘_.. Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page Sof S/ Crp.5u3 5

Product : Nise tablets 100 mg
Ipoaykr  : Haiis®, tabnerku 100 mr
Batch No / : V2302030 Batch Quantity / : 5000000 tablets /
Cepusa Ne O0bem cepuH 5000000Ttabnerox
Analytical Report No / : 890001697709 Date of Analysis / : 30.10.2023
AnajquTHYeCKHii oTyeT No Jara aHaau3za
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npou3BoacTBA I'open po (BKJI)
Analysis performed according to ND / Anasnu3s nposeaen no HI; TI 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 / uzm. Ne 3 ot
28.09.2022)

| Mpon3spoauTens APC, cTpaHa: |[Manranam JIpars sup Oprauukc JITa, Uuaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumewanue: IIpoaykt cooTBeTcTBYeT TpeboBanusim H]| 3akmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorogfieno: Rahul ITpoBepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoanTeb
Kumar Maurya @’\ Manoj Kumar A .

e -

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

Registered 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
CIN: LBS195AM1084PLCO04507
www.drreddys.com




