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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATN3A

Pagelof S/ Crp. 1u35

Product + Nise tablets 100 mg
Ipoayxr  : Haiia®, Tabrerxn 100 mr

S ==un 1

Batch No / : V2302579 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepru 5000000Tabnerok
Analytical Report No / : 040002343814 Date of Analysis / 1 26.12.2023
AHaauTHYecKuil oTueT Ne Jata aHaJau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072026

JaTa npoH3BOACTBA Ienen g0 (BKJ)

Analysis performed according to ND / Anasus nposegen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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)
N | . Test/ TlokasaTens Result/ PES’H "TT"".&‘ .| Specification (H°i?..!!; e ]

1 |Description/ Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ )XeNTOBATEIM OTTEHKOM
KpYIJ/Ible IBOSKOBBITYKIbIE TaBNeTku ¢ riamkoit
TIOBEPXHOCTEO.

2 |Xdentification / = Complies / CooTBeTcTBYET The retention time of principal peak in the
IoanHHHOCTL chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems yHepXHBaHWA OCHOBHOTO MMKa Ha
XpOMATOrpaMMe UCITHITYEMOrO PacTBOpa JONKHO
COOTBETCTBOBaTh  BPEMEHH  YNCP)KHUBaHHA
OCHOBHOIO THK4 Ha XpOMaTOrpaMMe pacTBOpa
craH;apTHOro ofipasua Humecyivna (paspen
«KonuyecTBEHHOE OTIpeaeneHe)
3 | Average weight and mass 309.7mg / 309.7 mr 310 mg £ 5.0 % /310 Mr+5,0%
ife i .
uniformity / Cpeaasn MAcca | Complies / Coomsercrayer | 18/20 tablets ~NMT 5 % /
S 18/20 Tabnetok — e Gonee £ 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Gonee = 10 %

4 | Dissolution / PacTBopcHHe 95 %, 96 %, 95 %, 96 %, 96 %, 96 % | Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAJIBHOTO
copepxaunst Cj3HiaN2OsS (numecynun) yepes
45 MuH.

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

TIpumeyanue: [Ipoaykt coorercTByeT Tpebopannam HI 3axmoyenue: OJJOEPEHO

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

Ioxrotosineso: Ambresh IMposepero: Santosh Kumar Qnobpeno: MeHemxep / Pykosoaurens

Kumar "E/ Sl Maurya = Manoj Kumar )

(s B ‘ gl

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.12.2023 Hara: 26.12.2023 Hara: 26.12.2023

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: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

5 |Water /Boga

25%

" Not more than 6.0 % w/w / He 6onee 6,0 %

CEPTHOHKAT AHAJTH3A
Page2 of S/ Crp.2u35
Product Nise tablets 100 mg
Hpoaykr Haifz®, Tabmerku 100 mr
Batch No / : V2302579 Batch Quantity / : 5000000 tablets /
Cepun Ne O6bem cepHH 5000000Tabnetrox
Analytical Report No / 1 040002343814 Date of Analysis / 1 26.12.2023
AHaauTHYecKHi oTyeT Ne Jara ananusa
Date of Manufacture / : 1172023 Date of Expiry / : 1072026
Jara npou3BojacTsa T'oaen ao (Bri)
Analysis performed according to ND / Anauu3s nposeaes no HJI: II N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wim. 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 / nam. Ne 3 ot
28.09.2022)
N | Test / IokasaTens Result / Peayastarn Specification / Hopma )

6 |Related substances / Pojcraennnie npumMeci

Impurity A / ITpumecs A
Impurity B / [Tpumecs B

Impurity C / Ilpumecs C
Impurity D / [Tpumecs D

Impurity E / Ilpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EquHuynas
HennenTHduLHUpyeMas
npUMeCh

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.0084%) /
Huxe npesiena KOMTHYECTBEHHOTO
onpenenexus (ITIKQ = 0.0084%%)

Not detected / He obrapyxera

Below LOD (LOD = 0.0049 %) /
Huwxe npeznena o6Hapyxenus (ITO =
0.0049%)

Below LOD (LOD = 0.0062 %) /

0.0062%)
Below LOD (LOD = 0.0045 %) /
Huxe npenena o6Hapyxenus (ITO =
0.0045%)

0.02%

 NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

INMT 0.20 % / He 6onee 0,20 % '
Huxe nipeaena obuapyxeHus (IO = -

NMT 0.20 % / He 6osee 0,20 %

Remarks : The Product conforms to ND /
INpumeuarue: [IpoayxT cootreTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jara: 26.12.2023

JlaTa: 26.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
INoaroTosneHo: AIQ].‘)};CSII [Tposepena: Santgsh Kumar Onobpeno: Menemxkep / Pykosomurens
Kumar @ Maurya ('ﬁ’_f__ Manoj Kumar {

: et
Reprint Date / Reprint Date / Reprint Date /

Hata: 26.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHT®HEAT AHAJIA3A
Page3 of 5/Crp.3m 5
Product : Nise tablets 100 mg
Ipoaykr Haita®, rabnerkn 100 Mr
Batch No / : V2302579 Batch Quantity / : 5000000 tablets /
Cepnz Ne Ob6bem cepuyu 5000000Tabnerok
Analytical Report No / : 040002343814 Date of Analysis / 1 26.12.2023
AHaJUTHYCCKHH 0THET No JlaTa aHaH3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npoH3BOACTBA Coaen xo (BKA)
Analysis performed according to ND / Anauns nposeaeus no HJI: I1 N012324/03-140119 {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 / usm. Ne 3 ot
28.09.2022)
Ne | Test/IlokasaTenn ~ Result/Pesynnrars = Speciﬁcgﬁall__} Hopma
Total impurities / Cymma 0.07% NMT 1.5 % / He Goanee 1,5 % '
npumece |
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more than

OJHOPOIHOCTH JO3HPOBAHUSA

15.0 / Tloka3arens npuemiaemocty (AV) gomxkeH
6b1TH He Bonee 15,0

8 |Microbial limits* / MukpoGuonornyeckas uncrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6mee yucio He 6onee 1000 KOE/r
23poOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obwee yucno He 6onee 100 KOE/r
JIPONOKEBBIX M IUIECHEBBIX

rpubos

c) E. coli NA Shall be absent in 1g/

JlomkHB! OTCYTCTBOBATh B 1 T

9 |Assay/ KoauuecTBeHHOe

onpenesneHie

99.7mg/99.7 mMr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N2OsS  Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr  Ci3Hi2N20OsS
(udmecynug) B TabneTke

Remarks : The Product conforms to ND /
Hpumeuanne: Iponykr cootBeTcTBYeT Tpebopanusm HIJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Mata: 26.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
Ioxrorosneno: Ambresh TIposepeHo: Santosh Kumar Onobpeno: Menemwkep / PYKoBOANTE b
Kumar ’ff‘/ = Maurya Manoj Kumar | bﬂ} {L‘.‘L _
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.12.2023

[Hara: 26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

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

10 |Package/ Ynakoska

|10 tablets in PVC/aluminum blister. 2

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[IBX/amomunneBoM Gnuctepe. ITo 2
6nucTepa BMECTE C MHCTpYKLMER Mo
MPUMEHEHHIO B Ha49Ky KapTOHHYIO.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
Pagedof S/Crp.4ua 5
Product Nise tablets 100 mg
Ilpoaykr Haiia®, tabnerky 100 mr
Batch No / 1 V2302579 Batch Quantity / : 5000000 tablets /
Cepust Ne O06bem cepin 5000000Tabnerox
Analytical Report No / : 040002343814 Date of Analysis / 1 26.12.2023
AHanurHyeckuii oTuet No Jara ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
MaTa npoH3BOACTBA Tonen o (Br)
Analysis performed according to ND / Anann3 nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
am. 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 /n3m. Ne 3 ot
28.09.2022)
Ne Test / lokasaTenn Result / Pesynbratnt i Specification / Hopma

10 tablets in PVC/aluminum blister, 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Mo 10 Tabnerox B IIBX / amomMuHHEBOM
6nucrepe. [To 1, 2, 3 unn 10 6nucTepos BMecTe ©
MHCTpYKUHeH [0 TNPUMEHEHHIO B rauky
KapTOHHYIO.

11 |Labeling / MapkHpoBKa

‘ Complies as prescribed /
CootBeTcTByeT TpeGoBaHHAM

According to ND /
B coortsercTBun ¢ HII

12 | Storage conditions /
XpaueuHe

Temneparype He Bblme 25°C

Store protected from light below 25°C / B 3ammiueHHOM OT CBETa MECTE JIpH

13 | Shelf life / Cpok roanoctn

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 1o Nokasareno «MUKpoBGHONIOTHYECKas YMCTOTA» NPOBOAWTCS MPOH3BOAMTENEM MpPH BBIIYCKE MEPHOLHTECKH
(c wHTepBaNoM oaHo HenbiTanue Ha 20 cepHil UK He MeHee 1 pasa B rox). [lokasatesie MOXeT 6biTh He BrIoueH B CepTHHUKAT

aHanu3a (PHPMEL

Homep cepru cyGeTaHuuH npoussogutens IJId:

API name (INN) / A@C (MHH): Nimesulide / Humecynun
API manufacturer batch number /

Homep cepun npoussoautens ADOC: LRIl

FP Manufacturer API Batch number / FEQA00508

API Manufactured by & country/

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
Ipumeyanne: Ilpoaykr coorserctyet Tpebosanusm HJT

Conclusion : APPROVED /
Zaxmoaennc: OJJOBPEHO

Hara: 26.12.2023

Jara: 26.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
ToarorosneHo: E:qsh IlpoBepeHo: Santosh Kumar Ono6peno: Menemxep / Pykosomurenb :
Kumar V Maurya g’ Manoj Kumar ‘hn}}_‘:ﬁ_ f i
Reprint Date / Reprint Date / Reprint Date /

Jlata: 26.12.2023

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: L85195AP1984PLC0OD4507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
PageSof S/Crp.5u35

Product : Nise tablets 100 mg
Hpoaykr Haii3®, rabnetky 100 Mr
Batch No / 1 V2302579 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepHl 5000000TabreToK
Analytical Report No / : 040002343814 Date of Analysis / 1 26.12.2023
AnanuTHyecKuii oryer Ne . Jata aHajausza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa NpoH3BOACTEA Topxex o (BKJ)
Analysis performed according to ND / Anaaus nposenes no HII: [1N012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)

| Mponssoautens ADC, crpana:

| Manranam [lpar3 2sx Oprauyxe Jitn, UHaus ]

Remarks : The Product conforms to ND /
INpumeuanue: [Tponykr coorBeTcTBYeT TpeboBanusM HII

Conclusion : APPROVED /
3akmouenuc: OJJOBPEHO

Prepared by / Checked by /
TToaroToBNEHD: A ngsh.
Kumar 6% =

.-/-
-

Maurya g/ﬂ/

ITposepeno: Santosh Kumar

Approved by: Manager / Executive /

Ono6pexo: Menemxep / Pykosogutens .

Manoj Kumar -' = (‘
LT

Reprint Date /
Hata: 26.12.2023

Reprint Date /
Tara: 26.12.2023

Reprint Date /
Hara: 26.12.2023

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: L85195AP1984PLCC04507
www.drreddys.com




