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Or. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDG1A
Tel: 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
Page 1 of4/ Crp. 1 n3 4

Product Nise tablets 100 mg
IIpoaykT Haii3®, tabnerku 100 mr
Batch No / : V2401869 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepuu 5000000 Tabnetok
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHaJINTHYeCKHil oT4eT No JaTta anann3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTa npou3BoacTBa TI'onen po (BK.I)

Analysis performed according to ND / Anasnus nposesen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / u3am. Ne 3 ot

28.09.2022)

Neo
1

Test / [lokasaTeab
Description / Onucanne

Result/ PesyabTaThl
Complies / CooTBeTcTBYET

Identification /
IoajiHHHOCTDL

Complies / CooTBeTcTBYET

____ Specification/ Hopma
Yellowish white round biconvex tablets with
smooth surface. / Bennle ¢ kenToBaTeiM
OTTEHKOM KpYTJibie ABOSKOBBIMYKIbIE TabMeTku

¢ riaagxom MOBEPXHOCTBIO.

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 ynep»KuBaHUS OCHOBHOTO
NHMKa HA  XpOMAaTorpamMMe  HCIIbITYEMOro
pacTBOpa MOHKHO COOTBETCTBOBATh BPEMEHH
yIoepKUBaHUSA OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIApPTHOrO
obpazua HUMECY U (paznen
«KonuyecTBeHHOE OMpeaesieHUe)

Average weight and mass
uniformity / Cpeansas macca
H OTHOPOJHOCTH MacChl

306.8 mg/306.8 mr

Complies / CooTBeTCTBYET

4

| Dissolution / PactBopenne

96 %, 95 %, 97 %, 97 %, 97 %,
98 %,

310mg+5.0% /310 Mr+ 5,0 %

118/20 tablets —NMT + 5 % /
18/20 Tabnerok — He Gosiee = 5 %

2/20 tablets — NMT + 10 % /
2/20 TabneTok — He Oonee = 10 %

[ Not less than 75 % (Q) of labeled amount of
C13Ha2N»05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMUHanbsHoTo cofepkanns CraHijpN20sS

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT coorBercTBYeT TpeboanuaM HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 15.09.2024

Jata: 15.09.2024

Prepared by / Checked by / Approved by: Manager / Executive /
[onrorosneno: Ambresh IMTposepeno: Noor Mohammad | Onobpeno: Menemxkep / Pykogauurens
Kumar N Nisha Rana Thakur

(= "2 Q\g}fbﬂ
Reprint Date / Reprint Date / Reprint Date / N

Hata: 15.09.2024

Registered Cifice: 8-2-337, Road No. 2, Barjara Hiliz, Hyderabad - 500034, Telangana, India

Tl +6% A0 4900 720N Faxe 61 40 490073 2969 Frail- maii@rlrrediys cain

CIN: L85195AP1984PLCONA5D7
wawwdrreddyz.com



Dr. Reddy's Laboratories Ltd.
‘... Formulaticn Unit-6
i/ ® Vill. Kho!, Nalagarh Road, Baddi
Dr. Reddy S Ne Distt. Salan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A
Page2of4/ Crp.2 uz 4

Product : Nise tablets 100 mg R
Mpogyxr  : Haiis®, Tabnetku 100 mr
Batch No / 1 V2401869 Batch Quantity / : 5000000 tablets /
Cepus N2 O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002657626 Date of Analysis / ¢ 14.09.2024
AHaJIMTHYEeCKHIi oTueT Ne JlaTa aHa/nun3a
Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2027
Jata npou3BoAcTBa T'onen o (BK.T)
Analysis performed according to ND / Anaaus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

Ne | Test/Iokasatenn Result/ PesyibTaThbl Specification / Hopma

(HnMécyanl) yepe3 45 MUH.

54 |Water / Boaa 3.1% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTseHHbIe NpUMeECH B B
Impurity A / IIpumecs A Below LOQ (LOQ = 0.0057 %) /|NMT 0.20 % / He 6onee 0,20 %

| , Hmxe mnpenena KolM4YeCTBEHHOTrO
onpenenenus (ITKO = 0.0057 %) .

| Impurity B / Tlpumecs B 0.01 % |NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not detected / He oOHapyxeHa 'NMT 0.20 % / He Gonee 0,20 %
Impurity D / TTpumecs D Not detected / He oGHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Below LOD (LOD = 0.0062 %) /| NMT 0.20 % / He 6onee 0,20 %
Hwxe npenena obnHapyxenus (I10 =
0.0062 %)
Impurity F / TIpumecs F Below LOD (LOD = 0.0045 %) /|NMT 0.20 % / He Gonee 0,20 %
Huwxe npenena obHapykenns (I10 =
0.0045 %)
Any unknown individual 0.03 % NMT 0.20 % / He 6onee 0,20 %
impurity / EnvHHYHas
HeupeHTUGUUUPYEMas
MpUMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
‘ npuMecen }
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoayxr cootBeTcTBYET TpeboBaHuM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hoarorosnexo: Ambresh Ipoeepeno: Noor Mohammad | Ono6peno: Menemxep / Pykos
Kumar € \\(' Nisha Rana Thakur ~_ @
(B~ 2= ‘
Reprint Date / Reprint Date / Reprint Date / N
Jara: 15.09.2024 Hara: 15.09.2024 Hata: 15.09.2024

Registered Otfice: 8-2-337, Road No. 3, Bsnjara Hills, Hyderabad - 500034, Telangana, indis
Tel: +51 40 4300 2900, Fax: +91 40 4560 2999, Email: maii@drreddys.coin
CIN: L83195AP1984PLCO04507
wwwedrreddys.com




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

@
Dr. Reddy’s Q'.. Vill. Kho!, Nafagarh Road, Baddi,
* Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page30f4 / Crp. 3 u3 4

Product : Nise tablets 100 mg
Mpoaykr :  Haiiz®, tabaerku 100 mr
Batch No / 1 V2401869 Batch Quantity / + 5000000 tablets /
Cepus Ne Odnem cepuu 5000000 Tabnerok
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHa/IMTHYECKHIi oTyeT Ne JlaTa ananu3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTa npoH3BOACTBA Iopen ao (BK.T)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot
28.09.2022)

Ne | Test/IlokasaTenn Result / PesyabTaThl Speciﬁca_tion/ Hopma ;
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more
OaHOpPOAHOCTH JO3HPOBAHHUSA than 15.0 / INoka3arens npuemaemoctu (AV)

nokeH ObITh He 6osee 15,0

8 |Microbial limits* / MukpoGuosiornueckast 4ucrora*

a) Total aerobic microbial NA - ' Not more than 1000 CFU/g/

| count / Ob1wee Yncio He 6onee 1000 KOE/r

a3pOOHBIX MUKPOOPraHU3MOB
IWTo‘ral combined yeasts and NA a Not more than 100 CFU/g / — |
mould count / Obuiee yucno He 6onee 100 KOE/r

IPOXOKEBBIX M I1ECHEBBIX

rpuboB

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

JlomkHEL oTcyTCTBOBaTh B 1 T
9 | Assay/ KoanuecrsenHoe 99.3 mg/99.3 mr Not less than 90.0 mg and not more than

onpejejeHUe 110.0 mg C,3H;-N-OsS Nimesulide in tablet /

Or 90,0mr po 110,0mr C3H2N.OsS
(Humecyaunn) B TabneTke

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
in a carton. / Tlo 10 rtabnerok B|carton. / Ilo 10 Tabnerok B IIBX /
IBX/amomuuuneBom Gnuctepe. ITo 2 | antomuHuerom OHnucrepe. ITo 1, 2, 3 umu 10
GrHcTepa BMECTE C MHCTpYKUMeEH Mo | OJMCTepOB  BMCCTC C  WHCTPYKUMCH Mo

10 Package7 YnakoBka

| ‘ MPUMEHEHHIO B [1a4Ky KapTOHHYIO. | IPMMEHEHUIO B MauKy KapTOHHYIO.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJ{ 3akmoyenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Ambresh Iposepeno: Noor Mohammad | OngobpeHo: Menemxep / PykooauTelb
Kumar i '_"M. - Nisha Rana Thakur S w}ﬁl

(;_" ‘1.\_’ ﬂg ( : \

Reprint Date / Reprint Date / Reprint Date / N~
Jlara: 15.09.2024 JHara: 15.09.2024 Hara: 15.09.2024

tegistered Uthice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G91 40 4900 2900, Fax: +91 40 4500 2999, Einsil: maii@drreddys.coin
CIN: L85195AP1984PLC0N4AS507
wiww. drreddys.com



Dr.Reddy’s €3¢

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 4 of 4 / Crp. 4 uz 4

Product : Nise tablets 100 mg
Hpoaykr  : Haiis®, tabnerku 100 mr
Batch No / : V2401869 Batch Quantity / : 5000000 tablets /
Cepust Ne Oobbem cepun 5000000 TabaeTok
Analytical Report No / : 040002657626 Date of Analysis / : 14.09.2024
AHaJuTnueckuii oTyer Ne JlaTa ananusza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTta npou3BoacTBa Topen o (BKT)
Analysis performed according to ND / Auanus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / uam. Ne 3 ot
28.09.2022)

Ne Test / Iokasarens Result / Pesyastars I Speciﬁcation /Hopma

11 |Labeling / Mapxuposka Complies as prescribed / According to ND /

CooteercTBYeT TpeOOBaHUAM B coorsercteuu ¢ HI
12 |Storage conditions / Store protected from light below 25°C / B 3alnuineHHOM OT CBeTa MecTe MpH
XpaHeHue TeMmriepatype He Boiue 25°C
13 | Shelf life / Cpok roanocTn 3 years/3 roga

*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 no mnokxazatenro «Mukpobuonoruueckass YHCTOTa» MPOBOAUTCA MNPOW3BOAMTENIEM TMPH BBIMYCKE TEPHOANYECKH
(c vHTepBajOM ONHO McnbITaHue Ha 20 cepuil UMK He MeHee 1 paza B rox). [Tokazarens MoxeT 6bITh He BkmoueH B CepTHdukar

aHan3a (hUpMBIL.

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

API manufacturer batch number / NMS-1A-243009, 1A-243010-M1

Homep cepuu npouspoantesis ADC:

FP Manufacturer API Batch number / FERA00251, FERA00252

Howmep cepun cyGcTanuun npoussoautes I'JIdD:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIponssoanrtens AD®C, cTpaHa: Masnranam Jlpar3 sug Oprasdukc Jita, Maaus

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

Ilpumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBanuam HJ{ 3axmwouenue: OJOBPEHO

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

[Moaroroeneno: Ambresh [Mporepeno: Noor Mohammad | Onobpeno: MeHemxep / PykoBoauTens

Kumar (_/,\: \/ ' 7 Nisha Rana Thakur & &
- )

Reprint Date / Reprint Date / Reprint Date / N

Hata: 15.09.2024 Hara: 15.09.2024 Hara: 15.09.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4500 2999, Ernail: maii@direddys.cain
CIN: L82195AP1984PLC0O04507

www.drreddyz.com



