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

Qe
Dr. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
e Distt. Solarn, H.P, 173 205, INDIA
' Tel + 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A
Page 1 0of 4/ Crp. 1 3 4

Product : Nise tablets 100 mg '
IMpoaywr  : Haiis®, rabnetkn 100 Mr '
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepua Ne Ob6bem cepun 5000000 Tabnerox
Analytical Report Ne / : 890001783751 Date of Analysis / : 29.12.2024
AnannTiueckuii orueT No JlaTa aHaJn3a
Date of Manufacture / 112/2024 Date of Expiry / : 1172027
Mata npon3asoicrsa Coacn po (Br)
Analysis performed according to ND / Ananus nposeacn no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 / =
wam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / wsm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

| M | Test/Hoxasareny | Result/Pesynntarsi | Specification/ Hopwa
1 | Description/ Onucanue Complies 7 Coorsercrayet Yellowish white round biconvex tablets with
siivulll suifave, / Beabie ¢ AGhiusaibim

OTTEIIKOM  KPYr/ible  ABOSKOBBINYKNbIe
TabNETKH ¢ rNajiKoii MOBEPXHOCTHIO.

2 |Identification / Complies / Cootsercrayer The retention time of principal peak in the
MogauuuocTH chromatogram of test solution should
correspond to retention time of principal
peak in Nimesulide standard solution
chromatogram under Assay / Bpema
YHOEPKHBAHWS ~ OCHOBHOrO  THMKa  Ha
XpOMaTorpaMMe HCMBITYEMOro  pacTBOpa
LOJDKHO COOTBETCTBOBATh BpPEMEHH
YHEpKHMBAHHMA  OCHOBHOTO  MHKAa  Ha
| ‘XpOMAaTOTpaMMe pPacTBOpa CTaHAapTHOro

o6pazua HUMECYTHIA (pa3men
| | | «KoJMueCTBEHHOE ONPEICIEHHEN)
| 3 | Average weight and mass f 312.6 mg /312.6 mr [310mg +5.0 % /310mMr£50%
:‘:;:1:::3":05? :i:-lay:s;::acca Complies / GooTBeTcTBYET | 18/20 tablets - NMT + 5 %/

18/20 tabnerok — He Bosee £ 5 %

| 2/20 Tabnetok — He 6onee + 10 %

97 %, 09%. 98%, 06 %, 99 %, 99 %, | Not less than 75 % (Q) of labcled amount of
C13H13N-05S nimesulide is dissolved in 45

minutes / He menee 75 % (Q) ot

l ‘ |2/20 tablets - NMT % 10 % /
4 | Dissolution / PacTeopenue 1

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

Ipumeuanune: [[poaykr coorseTcTByeT TpebopanusM HII 3akmouenne: OJOBPEHO

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

[Monroroenexo: Santosh; Iporepeno: Pardeep Kumar Qpobpeno: Menemxep / PykoBognTens

Kumar Maurya &E Amit Kumar L
C:L—v—" jf .\_\#!"/r-*"

Reprint Date / Reprint Date / Reprint Date/ !

Harta: 29.12.2024 Jara: 29.12.2024 Hata: 29.12.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4950 2500, Fax: <61 40 4900 2305, Email: maii@drraddys.com
CIN: L35135AP1584PLODN4507
Wy dreedove.com




Dr. Reddy's Laboratories [td.
Formuiation Unit-6

Do
Dr. Reddy’s q... VI‘IIA Khol, Nalagarh FFoad, Baddi,
L Bistt. Solan, H.P., 173 205, INDIA
’ Tel : +91 98186 56001-02

vavp drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Page 2 of 4 / C1p. 2 u3 4

Product : Nise tablets 100 mg il o
Mpoayxt _ : Haii3®, tabnerkn 100 mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepusi Ne ObBem cepun 5000000 Tabnerok
Analytical Report No / : 890001783751 - Date of Analysis / : 29:12.2024
AnannTHueckHii oraer No JlaTa anaJjn3a ol
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2027
JlaTa Gpon3BOACTBA I'oxeH Ao (BK.I)
Analysis performed according to ND / Auasans nposenen no HJ: 11 N012824/03-140119 {amend Ne 1 from 08. 06.2020 /
wam. 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/Ilokasatens | Result/PesyanraTit : ~ Specification / Hopma
5 (Humecynu,u) yepes 45 MUH.
5 |Water/Boga 26% Not more than 6.0 % w/w / He 6onee 6,0 % |
£ 1
i
6 Related subs_@gqf:es / Poncn}emlme MpHMecH raal ___ — e j _—_
IJmpunly A/ ﬂpnmec:. A 0.01% NMT 0.20 % / He 6onec 0,20 %
Impurity B / Ilpumece B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not detected / e obnapy>xena NMT 0.20 % / He Gonee 0,20 %
Impurity I / [pumecs D Not detected / ne o6napyxena NMT 0,20 % / He 6onee 0,20 % |
| Impurity E / ITpumeck E Not detected / ne 06Hapyxena | NMT 0.20 % / He 6onee 0,20 % g
| Impurity F / Tpumecs F Not detected / He o6HapyxeHa NMT 0.20 % / He Gonee 0,20 % ‘
Any unknown individual Below LOQ (LOQ = 0.0143 %) / Huwxe| NMT 0.20 % / He fianee 0,20 % -
impurity / EaMHHuYHas fipeJena KOJIH4eCTBEHHOro ONpencIeHHA |
HeMnEeHTUdHLMpYeMas (TIKO = 0.0143%) !
nprMeCh
Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npumMecei
"7 | Uniformity of dosage units/ | £ 2 | Acceptance value (AV) should be not more |
OAHOPOZHOCTE JO3HPOBAHMSA than 15.0 / [Toxa3arens NPpHEMIEMOCTH
(AV) nomxen 61T He Gonee 15,0
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumedanie: [IpoaykT cootpercTayeT TpeGoBanuam HIT 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Tonrotosneno: Santosh | TIposepeno: Pardeep Kumar Onobpeno: Menenxep / Pykopogurens
Kumar Maurya { %, : Amit Kumar
n @ o e
Reprint Date / Reprint Date / Reprint Date / '
MHara: 29.12.2024 Jata: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4950 2900, Fax: 151 40 1900 2995, Email: maii@drreddys.com
CIN: LES125AP198IPLCDN4ENT
s ey eleye e




Dr.Reddy’s “.’..'.

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

Vill- Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol 1491 98166 56001-02

waywy drreddys com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Page3 of4/ Crp. 3 3 4

Product : Nise tablets 100 mg
Npogyxkr  : Hai®, Tabnetkn 100 mr
Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepum 5000000 TabaeTox
Analytical Report No / : 890001783751 Date of Analysis / : 29.12.2024
AHanHTHYECKH# oTuer No Jlata ananusa
Date of Manufacture / £ 12/2024 Date of Expiry / : 1172027
HdaTa npou3BOACTBA T"onesn xo (Bra)
Analysis performed according to ND / Auann3 nposenen no H/: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / m3m. Ne 3 oT
28.09.2022)

Spef:i_ﬁ;‘_uﬁnn /ﬁnpma = |

M | ~ Tost/ Moxnyatoar, [ Rosult/ PoayaLraTil
8 | Microbial limits* / MuspoSuojiornyeckan sncrora* -
a) Total aerobic microbial ‘ NA l Not more than 1000 CFU/g /
count / O6uiee yHCNO | He 6onee 1000 KOE/r
23p0GHBIX MHKPOOPTAHH3MOB ‘ |
| g == |
| b) Total combined yeasts and | NA | Not more than 100 CFU/g/ |
l | mould count / O6wee 4ncno He 6onee 100 KOE/r
. | BPOJNOKEBBIX H MTECHEBBIX '
| rpnboB |
| [©)E. coli NA "~ |Shall be absent in 1g/ h
| : JomKibl OTCYTCTBOBaTb B 1 T
9 | Assay/ KonuuecrBenunoce 100.4 mg/100.4 mr |Not less than 90.0 mg and not more than
onpeaencHHe 110.0 mg C)3H2N2OsS Nimesulide in tablet
/
| Or 90,0mMr mo 110,0 mr Ci3H;2NaOsS
(unmecynun) B Tabnerxe
| 10 |Package/YnakoBka 110 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or |
| blisters and patient information leaflet in [ 10 blisters and patient information leaflet in
'a carton. / [To 10 Tabnetrok B|a carton. / I[To 10 TaGnerox B IIBX /
[IBX/amomunvesom Grucrepe. Mo 3 amomuuuesoM Ganctepe. Io 1, 2, 3 unn 10
6nucTepa BMECTe ¢ MHCTpyKuued no|6iaWCTepoB BMECTE C HHCTPYKLMEH 00
| MPUMEHEHHIO B MauKy KapTOHHYIO. TIPMMEHEHHIO B TIAYKY KapTOHHYIO.
I I— . | |
11 | Labeling / Mapkupoeka Complies as prescribed / | According to ND /
CooteetcTBYyeT TpeOOBaHUAM | B coorserctanm ¢ HJ|
12 |Storage conditions / Store protected from light below 25°C / B 32LIMIIEHHOM OT CBETA MeCTe IpH

Remarks : The Product conforms to ND /
IIpumedanue: [TpoaykT cooTBeTcTBYET TpeboBanuaM HJT

Conclusion : APPilOVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Tonrorosnexo: Santosh [IpoBepero: Pardeep Kumar Onobpeno: Meuemxep / Pykosoautens
Kumar Maurya ‘-i Amit Kumar A e

Reprint Date / Reprint Date/ - Reprint Date /

Hara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-2-337, Road io. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 46 4960 2900, Fax: <91 40 4900 299¢, Brnail: mrii@drreddys.com
CIN: L85135AP1984PLCON4507
WiV driadivicam




Dr.Reddy’s “:"

' Dr. Reddy's Laboratories Ltd.

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 98166 5600 1-02

wervdrreddys com

Paged4of 4/ Crp. 4 nz 4

Product Nise tablets 100 mg

Mponyxr Haiia®, Tabnetkwn 100 mr

Batch No / 1 V2402776 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cephn 5000000 TabneTok
Analytical Report No / : 890001783751 Date of Analysis / : 29.12.2024
AnrannTryeckuii oTyer Ne JlaTa anajansa

Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2027

JMara npon3BoAcTBA Tomen ao (BKJ)

28.09.2022)

Analysis performed according to ND / Auasnz uposezen no Hl:
1am. 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 / usm. Ne 3 ot

1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / |

"N | Teat/ loxanaTeat
i Xpauenne

13 ‘ Shelf life / Cpox rogsocTh

Rogult / PesyaLTaTL
ToMMOopaTypo 110 LI 1340

3 years /3 roaa

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or

year). The test can be absent in the Certificate of Analysis.
* Apanus no mokasaTento «MukpoBuonoruyeckas UMCTOTa» MNPOBOAMTICH MPOH3BOAMTCAEM MPH BHUYCKE MEPHONH'ICCKH

(c naTepBanom omHo ucrsiTaHue Ha 20 cepuii nnu He Menee 1 pasa B rox). Ilokasatens moxer 66iTh He BKIOYeH B CepTHdHKAT

AHUTH3A [;)IIPM bl

S;_}-cciﬁcntion / llépma —

zit ]_egonce per

API name (INN) / A@C (MHH):

Nimesulide / Humecyaun

API manufacturer batch humber /
Homep cepun npoussogutesi ADC:

NMS/14100699

FP Manufacturer API Batch number /

API Manufactured by & country /
Mpoussoautens ADC, crpaua:

Homep cepun cyberannmnn npouspoaurens IIIMD:

FERA00619

Aarti Drugs Ltd., India /
Aaptu Jpars Jlta., Uanous

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: JIpoaykr cooTercTeyeT TpeGosanuam HJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnero: Santosh, . | Ilposepeno: Pardeep Kumar Onobpeno: Meunemxkep / Pykosonnreib
Kumar Maurya @ ; Amit Kumar N o
QL,, e

Reprint Date / Reprint Date / Reprint Date/ '
Jara: 29.12.2024 Jara: 29.12.2024 Hara: 29.12.2024

Registerod Office: 8-2-337, Road Mo, 2, Ganjaia Hills, Hydarabad - 500034, Telanganc, India

Tel: #€1 AG ARG 2900, Fax: +

PLCANASHY

wasdrreddys.enm

rail: i@ dreeddys.com




