Q’.‘ Dr. Reddy's Laboratories Ltd.
? ; ]
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

CEPTUDPUKAT AHAJIU3A
Pagelof 5/Crp.1u3 5

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2301499 Batch Quantity / : 5000000 tablets /
Cepna Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001682825 Date of Analysis / : 21.08.2023
AHANUTHYECKHIi oTHeT No JlaTa aHanau3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTta npon3BoacTBa Tomen no (Biu)
Analysis performed according to ND / Anaans nposeaen no 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 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

Ne Test / IloxasaTean Result / PesyabTaThl | Specification / Hopma
1 | Description / Onucanue Complies / CooTBETCTRYET Yellowish white round biconvex tablets with
smooth surface. / Benble c XeaTOBaThIM

OTTECHKOM KpYTJ1bl€ ABOSKOBBINMYKIIbIE TabJleTkH
C riagKomu MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoanuHuHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»uBaHHs OCHOBHOTO
N¥MKa Ha  XpPOMAaTorpaMMe€  UCIBITYEMOTO
pacTBOpa MIOJOKHO COOTBETCTBOBATE BpEMEHH |
yIEp)KUBaHHSI OCHOBHOTO nHKa Ha
XpoMarorpaMme  pacTBopa  CTaHAApTHOrO
obpazua HUMecynua (pazgen
«KonuuecTBeHHOE ONIpeNeNICHUE)

3 | Average weight and mass 308.0 mg/308.0 mr 310 mg£5.0% /310 mr+ 5,0 %

:I::f(:;)m:)ty“/o(c:f :}:{aﬂcﬁ;::acca Complies / CooTBETCTBYET 18/20 tablets —-NMT £ 5 % /
AHOpoA 18/20 Tabnerok — He bosee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabaerok — He Gosiee + 10 %

4 I.Dissolution / PacTBopeHue 96 %, 96 %, 96 %, 100 %, 95 %, |Not less than 75 % (Q) of labeled amount of
[ 100 %, C13H12N20sS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanne: [Tponykt coorBercTByeT TpeboBanusm HJI 3akniouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Hposepé‘r{o: Rahul Kumar OnobpeHo: Menenxep / PykoBoanTeNb
Ankaj Verma 7 \L, Manoj Kumar ) (
W y /il 1_}11;&{,’:_{;?-
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.08.2023 Jara: 21.08.2023 JaTa: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaobad - 500034, Telangana, India
Tel: +91 40 4900 2200, 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, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Page 2 of 5/ Ctp. 2 M3 5
Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabaerku 100 mr
Batch No / 1 V2301499 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo0bem cepum 5000000 tabnerok
Analytical Report No / : 890001682825 Date of Analysis / : 21.08.2023
AHanuTHYeckuii oTuer Ne Jlara anaausa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTta npoussojcTBa I'ogen no (BK)
Analysis performed according to ND / Ananus nposeaed no HJ/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. 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 / IToka3aTeJnb Result / PezynsTaThl Specification / HopMa

minutes / He menee 75 % (Q) ot
HoMHHaNIBHOTO conepxanus Ci3H(pN>OsS
(uumecynua) uepes 45 MHH.

Water / Boaa

2.9%

Not more than 6.0 % w/w / He Gonee 6,0 %

Related substances / PoacTBeHHbIe npHMecH

Impurity A / Ilpumecs A

Impurity B / IIpumecs B

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.0057 %) /
Himke npegena KOTHYECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.03%

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 %

Impurity D / IIpumecs D

0.0049 %)

Impurity E / [Tpumecs E

Below LOD (LOD = 0.0049 %) /
Huke npeaena o6uapyxenus (ITO =

Not detected / He o6Hapy>xeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykt cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakarouenne: OJIOBPEHO

Jarta: 21.08.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[loxnrorosneHo: P ITposepeHo: Rahul Kumar Opnobpeno: Menemkep / PykoBonnTens
Ankaj Verma L{_ A/ Y Manoj Kumar ] E éllt“ /
Reprint Date / Reprint Date / Reprint Date /

JHata: 21.08.2023

Jara: 21.08.2023

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: L85195AP1984PLC004507
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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page3 of 5/ Crp.3u35
Product : Nise tablets 100 mg
IpoayxT Haii3®, Tabaerku 100 mr
Batch No / 1 V2301499 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepumn 5000000 Tabnerok
Analytical Report No / : 890001682825 Date of Analysis / : 21.08.2023
AunanuTudecknii oryer Ne Jara ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTa mpou3BoACTBA T'open no (Bka)
Analysis performed according to ND / Ananu3s nposexex no H/I: 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 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot
28.09.2022)
Ne Test / [TokazaTeab Result / Pe3yabTaTbl Specification / Hopma
Impurity F / Ilpumece F NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0045 %)/
Huxe npeaena obuapyxkenus (I1O =
Any unknown individual 0.0045 %) NMT 0.20 % / He 60nee 0,20 %
impurity / ExuHuyHas
HeuaeHTHHIMpYyemMas
MPUMECH
0.02%
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6osiee 1,5 %
| npumeceit
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more
OaHOpOIHOCTH AO3UPOBAHUA than 15.0 / [Tokazatess npuemiaeMocti (AV)
JIoJnkeH 6bITh He 6onee 15,0 l
8 | Microbial limits* / Mukpodiogornyeckas Yncrora* . ]
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obmee gncio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61uee uncno He 6onee 100 KOE/r
IPOXOKEBBIX U TUIECHEBBIX
rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: TpoaykT cooreTcTBYET TpeboBanuam HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: IMpoepeno: Rahul Kumar Onobpeno: Menemkep / PykoBoaurens
Ankaj Verma & \| Manoj Kumar W
[0 18 (X
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.08.2023 Hara: 21.08.2023 Jlata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘f:‘

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

CEPTHOUKAT AHAJIU3A
Paged4 of 5/ Crp.4mu3 5

Product Nise tablets 100 mg
IIpoaykr Hait3®, Tabnerku 100 mr
Batch No / 1 V2301499 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepHu 5000000 Tabnerok
Analytical Report No / : 890001682825 Date of Analysis / : 21.08.2023
AHajiuTHYeCKHUii oTueT No Jara ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
Jara npousBoacTBa T'ogen po (BKI)

28.09.2022)

Analysis performed according to ND / Auanus nposenen no HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. 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 / HokazaTeanb

Result / Pe3yabTaThl

Specification / Hopma

¢) E. coli

NA

Shall be absent in 1g/
JLoJDKHBL OTCYTCTBOBATL B 1 T

9 |Assay/ KoauuecTBeHHOE
onpegesieHHe

99.7 mg/99.7 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H,2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr C;3H;2N-OsS
(Humecynun) B TabneTke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 TabneTok B
IBX/antomuuneBoM Gauctepe. [lo 3
Onucrepa BMECTE ¢ MHCTPYKUMEH no

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerok B IIBX /
amomuuueBoM Onwucrepe. Io 1, 2, 3 unu 10
OJIUCTEPOB  BMECTE C MHCTPYKLME#H no

NPUMCHCHHWIO B MAYKY KapTOHHYIO.

NPHUMEHECHHIO B Ma4Ky KapTOHHY1O.

11 Labeling / MapkupoBska

12 |Storage conditions /
Xpanenne

Complies as prescribed /
CoortsercTByeT TpeboBaHUAM

TeMIiepatype He Boiie 25°C

B

( Shelf life / Cpok roaxHocTn

3 years/ 3 rona

According to ND /
B cootBeTcTBHM ¢ H]],

Store protected from light below 25°C / B 3awmuineHHoM OT cBeTa MeCTe [MpPH

*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 no nokxasaremo «MukpobGuosorudeckas 4MCTOTa» NPOBOJHUTCA IPOHU3BOIAMTENEM IPHU BBIMYCKE NEPUOIMYECKH
(c uHTEepBaNOM ONHO HcmbiTanue Ha 20 cepuii unn He menee 1 paza B ron). ITokasarens MoxkeT 65ITh He BKMo4eH B Cepruduxar

aHanM3a GUPMEL.

Remarks : The Product conforms to ND /
IIpumeqanne: ITpoaykT cooTBercTBYET TpeboBauusm HJJ

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Jara: 21.08.2023

Jata: 21.08.2023

Prepared by / Checked\by / Approved by: Manager / Executive /
IMoxarorosnexo: Hpoaep'e)ﬁo: Rahul Kumar Opobpeno: Menemxkep / Pykosoautens
Ankaj Verma A 7 f‘ Manoj Kumar L
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 22800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLCO04507

www.drreddys.com



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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
PageSof 5/ Crp.5u3 5

Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabaerku 100 mr
Batch No / 1 V2301499 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O0nbem cepuu 5000000 Tabrerok
Analytical Report No / : 890001682825 Date of Analysis / : 21.08.2023
AHanuTH4YecKHii oTueT No JlaTa ananu3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTa npou3BoACTBA Togen g0 (BKJI)
Analysis performed according to ND / Ananus 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Nimesulide / Humecynun

NMS/13050479, NMS/13050481

API name (INN) / A®C (MHH):

API manufacturer batch number /

Homep cepuu npounssoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTtanunn npoussoautens I'JID:

FEQA00262, FEQA00263

API Manufactured by & country /
IIponsBogurtens ADC, crpaHa:

Aarti Drugs Ltd., India /
Aaptu Hpars JIta., Uuaus

Remarks : The Product conforms to ND /

IIpumeyanne: [Iponykt cooTBeTCTBYET TpeboBaHusiM H]L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

IToarorosnexo: - IIposep¢ro: Rahul Kumar Ono6peno: Menemxep / PykoBonuress

Ankaj Verma / by Manoj Kumar .})‘M
-

Reprint Date / Reprint Date / Reprint Date /

Jlara: 21.08.2023 Harta: 21.08.2023 Jarta: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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