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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

1 |Description/ Onucanue

Complies / CootBercrayer

Yellowish white round biconvex tablets with

CEPTUDPUKAT AHAJIM3A
Page 1 of4 / Crp. 1 u3 4
Product Nise tablets 100 mg
IpoeaykT Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2301731 Batch Quantity / : 5000000 tablets /
Cep Ha No Ob6bem cepuu 5000000Tabnerok
Analytical Report No / : 040002107022 Date of Analysis / ¢ 13.09.2023
AHaJlUTHYeCKNH oTyeT No JlaTra ananun3a
Date of Manufacture / : Aug.2023 Date of Expiry / : Jul.2026
JlaTA nponsBoacTBa T'ogen no (BKu1)
Analysis performed according to ND / Auanus nposeaen no HJI: T1 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / Iloxa3zaTeib Result / PesyabTaThl Specification / Hopma

smooth surface. / Befble ¢ )KeITOBATEIM OTTEHKOM
KpYIJIbIE JBOSIKOBBIMYKIIbiE TAGNETKU C IIafKoi
MOBEPXHOCTEIO.

2 Identification /
IHoanuHHOCTDL

Complies / CooTBeTCcTBYET

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 yaep»HBaHMS OCHOBHOrO MHKa Ha
XpOMATOrpaMMe HCIIBITYEMOr0 PacTBOPa MOMKHO
COOTBETCTBOBATh BPEMEHH  yNEp)KHBaHHS
OCHOBHOI'O IMMKa Ha XPOMAaTOrpaMMe pacTBOpa
craHfaptHoro obpasua HuMecyiyaa (pasmen
«KonuuecTBeHHOE OTIpeeICHUE)

3 | Average

uniformity / Cpexnsas macca
H OJXHOPOIHOCTHL MACCHI

weight and mass

310.8mg/310.8 Mr

Complies / CooTBercTBYET

310 mg+£5.0% /310 Mmr£+5,0%

18/20 tablets ~NMT £+ 5 %/
18/20 Tabnerok — He Gonee = 5 % -

2/20 tablets - NMT + 10 % /
2/20 tabnerok — He H6onee = 10 %

4 | Dissolution / PacTreopenue

97 %, 98 %, 97 %, 97 %, 98 %, 99 %

Not less than 75 % (Q) of labeled amount of
Ci3H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMUHAJIBHOTO
conmepxanus Ci3H2N-OsS (Humecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanue: [Ipogykt cooTBeTcTBYeT TpeboBanusM HJ{

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
ITonroroBneHo: m kant

Checked by /
ITposepeno: Santggh Kumar
Maurya .

Approvediby: Manager / Executive /
Opnobpeno: Meremxep APykoBognTellb
Abhishek Chauhan -

Reprint Date /
Jara: 13.09.2023

Reprint Date /
Harta: 13.09.2023

Reprint Date /
JlaTa: 13.09.2023

Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 1500 2900, Fax: +91 40 4500 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCCC4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

5 |Water/ Boaa

CEPTUDUKAT AHAJIM3A
Page2 of 4/ Crp. 2 uz 4
Product Nise tablets 100 mg
IlpoaykT Haiiz®, Tabnerku 100 mr
Batch No/ 1 V2301731 Batch Quantity / : 5000000 tablets /
Cep Ha Ne O6bem cepun 5000000Tabnerok
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AdaJmurnyeckuii oryer Ne Jlara anaau3za
Date of Manufacture / ¢ Aug.2023 Date of Expiry / : Jul.2026
JIaTA npoM3BOACTBA I'onen o (BxJa)
Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test/Ilokazatena, |  Result/Pe3ynbraTh! Specification / Hopma

34%

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

6 |Related substances / PoacTrBeHHble npuMecH

Impurity A / ITpumecs A

Impurity B / ITpumecs B
Impurity C / ITpumecs C
Impurity D / Hpumecs D

Impurity E / ITpumect E

Impurity F / Tlpumecs F

Any unknown individual
impurity / EnunnuHas
HeUICHTUDHLIMpYeMast
npumMech

Total impurities / Cymma
npuMecei

Below LOQ (LOQ = 0.0057%) /

Hike npenena KOJIM4ECTBEHHOTO

onpeaenenus (ITKO = 0.0057%)
0.03%

Not detected / e oGrHapyxeHa

. Below LOD (LOD = 0.0049 %) /
Huxe npenena obHapyxxenus (I[10 =
0.0049%)

. Not detected / He obHapyxeHa

Not detected / He o6HapyskeHa

0.01%

0.04%

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 6oxnee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanne: ITponykt cooTBeTCTBYET TpeboBaHusaM HJ|

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INonrorosneno: Rama kant | IIposepeno: Saptosh Kumar Onobpeno: Menemiepy/ PyxosoanTenb

m Maurya AU Abhishiek Cliaulian = i
Reprint Date / Reprint Date / Reprint Date / )
Hara: 13.09.2023 Jara: 13.09.2023 Jata: 13.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 3 0of 4/ Crp.3 u3 4
Product Nise tablets 100 mg
Ipoaykt Haiiz®, Tabnerku 100 mMr
Batch No / : V2301731 Batch Quantity / : 5000000 tablets /
Cepus No Oo6nbem cepun 5000000TabneTok
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AHaJUTHYeCKHIT oTyeT No JlaTa aHaau3a
Date of Manufacture / : Aug.2023 Date of Expiry / : Jul.2026
JlaTta npon3BoacTBa I'open mo (BKuT)
Analysis performed according to ND / Ananus nposegen mo HI; T1 N012824/03-140119 (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)
~ Ne |  Test/IlokasaTean Result / Pe3yabTaTsl ~ Specification / Hopma
7 | Uniformity of dosage uni(s / 3.6 Acceptance value (AV) should be not more than
OaHOpPOAHOCTL J03HPOBAHUS 15.0 / ITokazatens npuemnemocty (AV) nomkeH
6bITH HE GoJsiee 15,0
8 | Microbial limits* / MukpoGuosoruyeckas 4YucToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61uee yucio He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61mee yncao He 6onee 100 KOE/r
JPOMOKEBBIX U TIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/
JIOTKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KonuyecTBeHHOE 99.3 mg/99.3 mr Not less than 90.0 mg and not more than 110.0 mg
onpegeieHHe Ci3H12N>OsS  Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr Ci3H;2N2OsS
(HMMecyua) B TabNeTKe
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / Ilo 10 Tabnerox B|/ ITo 10 Tabneroxk B [IBX / airoMHHHEBOM
[MBX/amomuunesom 6mvcrepe. ITo 2 | 6nucrepe. ITo 1, 2, 3 wiu 10 6nkcTepoB BMecTe C
6nucTepa BMECTe ¢ MHCTPYKUMeEH 10 | MHCTPYKLMEN [0 MNPHUMEHEHHWI0 B  [AuKy
NPUMEHEHUIO B MaUKy KAPTOHHYKO. | KAPTOHHYIO.
According to ND /

11 [ Labeling / Mapkupoeka

‘ Complies as prescribed /

Remarks : The Product conforms

toND /

IIpumeyanne: IIponykr coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Jara: 13.09.2023

Jata: 13.09.2023

Prepared by / Checked by / Approved by: Manager / Executive /
ITonroroeneno: Rama kant | [Tposepero: Santosh Kumar Onobpeno: Menepkep\/ Pykosojitens

Maurya éﬁj:_ Abhishek Chauvhan | BQ
Reprint Date / Reprint Date / Reprint Date /

Hara: 13.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com
CIN: L§5195AP1934PLCOO4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page 4 of 4 / Ctp. 4 u3 4

Product : Nise tablets 100 mg
IIpoAykT : Haiiz®, tabnetku 100 mr
Batch No / 1 V2301731 Batch Quantity / ¢ 5000000 tablets /
Cepma Ne Ob6nem cepun 5000000Tabnerok
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AHaJuTHYecKni#i oTyeT No Jara ananaunsa
Date of Manufacture / : Aug.2023 Date of Expiry / + Jul.2026
JlaTta npou3BoAcTBa T'onen go (BKIT)
Analysis performed according to ND / Anaaus nposexen no HJI: I1 N012824/03-140119 (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)

CootsercTByeT TpeOGOBaHUAM J B cootBetcTBuu ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3alMIIeHHOM OT CBeTa MeCT€ IIpH
XpaHeHue Temreparype He Beiie 25°C
13 [Shelflife / Cpok rognocTn 3 years /3 roma

*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.
* AHanu3z 1o mnokasaTemo «MHKpOOHONOrHYECKas 4YHUCTOTA» IPOBOAUTCS MPOU3BOJMTEIEM IIPH BBHINMYCKE INEPHOIHYECKU
(c nHTepBanoM ogHO ucnibiTaHue Ha 20 cepuil Wik He MeHee 1 pasa B ron). ITokasatens MOXKeT 6bITh He BKIIOUueH B Ceprrudukar

aHaJIk3a hupmMbl.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/13060590, NMS/13060591

Howmep cepun nmpoussoauresast ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTtanuun npoussogutess I'JID: FEQA00852, FEQA00358

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpousBogurens ADPC, crpana: Aaptu lpars JIta., Unaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tponykr coorBeTcTBYeT TpeboaHusM HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: amihkant IIposepeno: Ew Kumar Onobpeno: Menemkep / Rykosonyrens

2 Maurya g b Abhishek Chauhan | _ \

Reprint Date / ' Reprint Date / Reprint Date / — ‘
Hara: 13.09.2023 Hata: 13.09.2023 Hara: 13.09.2023

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




