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

S '
Dr.Red dY’S ‘... 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
Pagel1of S/ Crp.1us5

Product : Nise tablets 100 mg '
Opoaykr  : Ha¥is®, vaSactru 100 mr
Batch No / 1 V2400368 Batch Quantity / : 5000000 tablets /
Cepug N O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002459875 Date of Analysis / : 22.03.2024
AuamuTH4ecKHi oTyeT No Jata aHanu3a
Date of Manufacture / . :02/2024 Date of Expiry / : 01/2027
Hata nponseogcTsa Tlogen oo (Bia)
Analysis performed according to ND / Anaau3s nposenen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsM. 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 / IToxazaTenb | Result/ PesynbTaTer _Specification / Hopma
1 |Description/ Onrucanue Complies / CootBercrByeT Yellowish whitc round biconvex tablets with

smooth surface. / Bejible € )KeNTOBATHIM OTTEHKOM
KpYIJIbIC OBOAKOBBITTYKIIBIE TabneTku c CaaKoi

NOBEPXHOCTHIO.
2  |Identification / Complies / Cootsercreyer The retention time of principal peak in the
IloaNMHHOCTE chromatogram of test solution should correspond

to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMss ynmepoxkuBaHUS OCHOBHONO MHKa Ha
XPOMAaTOrPaMMe HCMbITYEMOrO PaCTBOPA A0IKHO
COOTBETCTBOBATH BPEMEHH  YAEpKUBaHUA
OCHOBHOT'O THKA HA XPOMaTOrpaMMe pacTBOpa
craHmapTHoro ofpasua Humecynuna (paszaen
«KonunuecTBeHHOE OMpeneeHHe»)

3 | Average weight and mass 308.8 mg/308.8 mr 310mg+5.0% /310 Mr£5,0% B

if i .
zxzﬂzzm;t;rlfof:):i{:ncs:::acca Complies / CooTBeTcrByer 18/20 tablets —NMT £ 5 % /
- 18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnetox — He 6onee £ 10 %

4 _ |Dissolution / Pacreopenue 99 %, 101 %, 100 %, 97 %, 99 %, |Not less than 75 % (Q) of labeled amount of
97% C13H2N20sS nimesulide 1s dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAIBLHOTO
coaepxanua Ci3HpN-OsS (Humecynun) uepes

45 MuH.

‘Remarks : The Product conforms to ND / .Conclusion : APPROVED /
Hpumeqanue: IIponykr cootsercTyeT TpeGosannsm HJI 3akmogenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToprorosneno: Prayesh ITposepeno; Rama Kant Onobpeno: Meremxep / PykosonuTens
Rana f (@)ﬂ\,};&r ; Manoj Kumar

- P
Reprint Date / | Reprint Date / Reprint Date / @
Hata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

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: L85195AP1984PC004507
www.drreddys.com




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

@
Dr. Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page2of 5/Crp. 2u35

Product : Nise tablets 100 mg
lpoayxt _ : Hauz®, Tabnerk 100 Mr
Batch No / 1 V2400368 Batch Quantity / : 5000000 tablets /
Cepna Ne O6bem cepul 5000000 TabneTok
Analytical Report No / : 040002459875 Date of Analysis/ : 22.03.2024
AHanuTHYeCKHiT oTHeT No Jara ananausa
Date of Manufacture / 1 02/2024 Date of Expiry / : 0172027
JlaTa mpoussojcrsa Fogen no (Bru)
Analysis performed according to ND / Auaaus nposegen no BJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / usm. Ne 3 ot
28.09.2022)

Specification / Hopma

Ne _ Test/Iloxaszatear |  Result/Pesynprars

5 |Water /Boaa 26% ; Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / Pogcrsesnbie npEMecs
Impurity A / Tpamecs A Below LOQ (LOQ =0.0057%) / |NMT 0.20 % / He 6onee 0,20 %
Huxe mpenena KonuyecTBEHHOTO
onpenenenus (ITKO = 0.0057%)
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %

Below LOQ (LOQ = 0.0075%) /

Impurity C/ Ipumece C Huxe npenesna konuuecteeHHoro [ NMT 0.20 % / He 6osnee 0,20 %
onpenenexus (ITKO = 0.0075%)

Impurity D / Hpuvecs D Not detected / He obnapyxeHa | NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ipumecs E Not detected / ne oGHapyxena | NMT 0.20 % / He Gonee 0,20 %
Impurity F / TIpumecs F Not detected / He obHapy»x«ena NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EquHu4Has
HeupeHTUGHUUUpYyeMas
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorBercTBYeT TpeboBaHusm HJI Sakaiouennc: OTOEPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosneHo: Pravesh [IpoBepeHo: Rama Kant Onobpeno: Meremxep / PyKoBoAHTENb
Rana W Manoj Kumar i 'i » é
. ~
Reprint Date / Reprint Date/ . Reprint Date /
Ilata: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

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




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

7 @
DI". Red dy'S ‘;. Vill. Khol, Natagarh Read, Baddi,

Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of S/ Crp.3u35

Product : Nise tablets 100 mg

IMpenvier  : Haiia®. tabnerkn 100 Mr

Batch No / : V2400368 Batch Quantity / : 5000000 tablets /

Cepuzn Ne Obwsem cepun 5000000 Tabnetok
Analytical Report No / : 040002459875 Date of Analysis / 1 22.03.2024
AHajauTH4YecKnH oTHeT No Hara aHanu3a

Date of Manufacture / : 02/2024 Date of Expiry / 3 01/2027

JarTa npoM3BoACTBA T'onen po (BKa)

Analysis performed according to ND / Anasaus nposeaes 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uaM. Ne 3 oT
28.09,2022)

Ne Test / IToxazaTenb Result / Peaynbtathbl Specification / Hopma
NpUMech
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 33 Agcceptance value (AV) should be not more than
OaoHOpOAHOCTH JO3HPOBAHUS 15.0 / Iokazartens npuemneMocTy (AV) nosmken

6bITE He Gonee 15,0

8 | Microbial limits* / Muxpofuonoruyecikas gucrora*

a} Total aerobic microbial NA Not more than 1000 CFU/g /

count / O6wee uncno He 6onee 1000 KOE/r

a3po6HLIX MUKPOOPraHU3MOB

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

mould count / O61uee yncno He 6onee 100 KOE/r

LPOMOKEBBIX H [LIECHEBBIX

rpubos

¢) E. coli NA Shall be obsent in 1g/

JI0JOKHBI OTCYTCTBOBATE B 1 T if

9 | Assay/KoauyecreeHnoe 99.2 mg/99.2 mr Not less than 90.0 mg and not more than 110.0 mg

onpepeseHHe Ci3H;2N-OsS  Nimesulide in tablet /

Ot 90,0 Mmr ao 110,0 Mr C|3H13N3058
(unmecynnn) B TabneTke

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

Ipumeuanne: Iponykr coorBercrByet Tpebosanusm HIT 3axsmouenue: OJOBPEHO

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

ITonrotorneno: Praves IIposepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens

Rana 2 Manoj Kumar & é" 'fé
2

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.03.2024 Hara; 22.03.2024 Jara: 22.03.2024

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
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Dr.Reddy’s €S¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Page4 of S/ Crp. 4 u3 5

Product ¢ Nise tablets 100 mg

fipoaysr  : Hai®, tabaerku 100 Mr

Batch No / 1 V2400368 Batch Quantity / : 5000000 tablets /
Cepna No Obwem cepin 5000000 tabnerox
Analytical Report No / : 040002459875 Date of Analysis / : 22.03.2024
AHANTHTHYECKHH oTyeT Nb Jara ananusa

Date of Manufacture / :+ 02/2024 Date of Expiry / : 01/2027

JlaTa npouseojcisa Toxen qo (Bxi)

28.09.2022)

Analysis performed according to ND / Ananns nposeder no BJ: [TN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. No 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. No 3 o1

_Ne | Test/Tlorasarens

10 |Package/ Vmakoska

L

___ Result/ Pesyaprares
10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Mo 10 TabueTok
IBX/antomMunuesom 6auncrepe. Tlo 2
BiHcTepa BMecTe ¢ HHCTPYKUMeH o
NPUMEHEHHIO B NMa4Ky KapTOHHYIO.

. Specification/Hopya

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton,
/ Tlo 10 Ttabnerox B IIBX / amoMuuuesom
Gnucrepe. [To 1, 2, 3 unu 10 6amcTepos BMecTe ¢
MHCTPYKIMEH [0 TNPHMCHEHMIO B  nauxy
KapTOHHYIO.

11 | Labeling / Mapxuposka

Complies as prescribed /
CooTsetcTBYET TpeboOBaHUIM

According to ND /
B cootrerctBuH ¢ H]

12 |Storage conditions /
Xpanenue

Store protected from light below 25°C / B samuileHHOM OF CBGTA MooTe npu

TeMIepaType He Bhiule 25°C

13 | Shelflife / Cpox ropnocru

3 years/ 3 ropa

*The manufacturer performs the “Microbiological Limits”

year) The test can be absent in the Certificate of Aualysis.

* AwWanuz mo rnokasatemo «MHKpoGHOMOrHYECKAs YHCTOTa» N
(¢ nHTepBaNoM onro mcnbITaHue ta 20 cepuil MK He Mewee |

AHANH3A PUPMBL.

test at release periodically (one test for 20 batches or at least once per

POBOAMTCA TIDOH3BOAMTENEM TP BBLITYCKE [IEPHOIAHYECKH
paza B ron). INokazaTens moxeT GbITh HE BIIFOYCH B Ceprudukar

API name (INN) / A®OC (MHH):

‘Nimesulide / Humecymn

API manufacturer batch number /
Homep cepun nponssonurens ADC:

NMS-1A-233027, NMS-1A-233028

FP Manufacturer API Batch number /
Howmep cepun cyGeranunn nposasogurens [JID:

FERA00062,

FERA00063

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Ipusieuanne: Hponyh“r_;mmevrcmye'r Tpebopanuam HIT

Prepared by / Checked by / Approved by: Manager / Executive /
[ToprotoBnero: Prayesh ITposepero: Rama Kant Onobpeno: Menenxkep / Pykopogutens
Rana { M}'}— Manoj Kumar

>
Reprint Date / Reprint Date / ; Reprint Date /
Hara: 22.03.2024 Hara: 22.03.2024 Jara: 22.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
Page Sof S/ Crp. Su3 5

Product : Nise tablets 100 mg
Mpopyer :  Haia®, Tabnerxu 100 mr
Batch No / $ V2400368 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6nem cepun 5000000 rabnerox
Analytical Report No / : 040002459875 Date of Analysis / : 22.03.2024
AuannTiyecKuit order No Jara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Hara npOM3BOACTBA T'ogen mo (BKA)

Analysis performed according to ND / Ananus nposenen no HJ: T1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
nam. 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 o7
28.09.2022)

Ipoussogurtens APC, crpana: Manranam Jlparz sug Opranuke JItn, UHans
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: [TpoaykT cooTeeTcTBYeT TpeboBannsm HJI Zakmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonroToBieHo: Pravesh Ilposepeno: Rama Kant Ono6peno: Menemiep / Pykosogurens
Rana j @A \!Lt Manoj Kumar —

a1 e
Reprint Date / Reprint Date/ ~ Reprint Date /
Jlata: 22.03.2024 Hara: 22.03.2024 Hata: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wwiw.drreddys.cam




