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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Pagelof4/ Crp. 1 us 4

Product Nise tablets 100 mg '
IlpoaykT Hatiz®, tabnerkn 100 Mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepusi Ne O6nem cepumn 5,000,000 Tabnerok
Analytical Report No / : 040002524412 Date of Analysis / : 18.05.2024
AnajnTHyeckHii oTuet Ne Jara ananusa
Date of Manufacture / 1 04/2024 Date of Expiry / + 03/2027
JlaTa npon3BoaCTBA I'onen go (BKT)

28.09.2022)

Analysis performed according to ND / Auanus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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

I

Test / Iloka3zaTen

1 |Description/ OnucaHue

Result / PesynbTaTsl
Complies / CooTBeTcTBYET

[ —— ‘Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Besnble ¢ 2KeNTOBATHIM OTTEHKOM
KpPYIJible JBOSKOBBINYKIble TAONETKU C NagKoi
MOBEPXHOCTHIO.

2 Identification /
IMoganunoCcTh

Complies / CooTBeTCTBYET

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 /
Bpemst ynep)XMBaHHS OCHOBHOIO ITHKa Ha
XpOMaTOrpaMMe HCIBITYeMOro pacTBOpa JN0JKHO
COOTBETCTBOBATb BpEeMEHHU yAepXKUBaHHWA
OCHOBHOTO NHKd HAa XpOMaTOrpaMMe pacTBopa
cTaHgapTHoro obpasua HuMmecynMma (paznen
«KoJTMYeCTBEHHOE ONpeLe/IeHHUE)

3 | Average weight and mass
uniformity / Cpeausia macca
H OJHOPOXHOCTEL MACChl

309.6 mg/ 309.6 mMr

Complies / CootBetcTByeT

310 mg£5.0% /310 mMr£5,0%

18/20 tablets —NMT £+ 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PacTBopenue

94%, 92 %, 93 %, 93 %, 98 %,
98 %,

Not less than 75 % (Q) of labeled amount of
C3H12N-OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHUHAJIBHOTO
conepxanusa Ci3H»N-OsS (HuMecynum) gepes
45 MUH.

Remarks : The Product conforms to ND /
IIpumeuanue: [Tponykr coorseTcTBYeET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /

[Tonrorosieno: Ramakant

Checked by /
IIpoBepeno: Pardeep Kumar

P =

[

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoanTenb
Pavan Kumar Sharma Y

s ~

Reprint Date /
Jara: 18.05.2024

Reprint Date /
JlaTa: 18.05.2024

Reprint Date /
Hara: 18.05.2024

===

Registerad Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Jel: +91 40 1900 2900, Faxv: +91 40 4900 29499, Email: mait@drreddys.com
CIN: L251954P1934PLCO0AS07
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Dr.Reddy’s Q'}

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page 2 of4/ Crp. 2 uz 4
Product Nise tablets 100 mg
Ipoaykr Haii3®, tabnaetku 100 Mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepnsg Ne Obnem cepun 5,000,000 Tabnerok
Analytical Report No / : 040002524412 Date of Analysis / : 18.05.2024
AHaJITuTHYeCKH I oTyeT N JlaTa aHaau3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027
JaTa npou3BoACTBA T'onen no (BKII)
Analysis performed according to ND / Ananu3 nposexen nmo H: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / usm. Ne 3 ot
28.09.2022)
N [ Test / Ilokazarean 'Result / PesyabTaThi ~ Specification/ Hopma

5 Water / Bona

2.9%

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

6 |Related substances / PoacTBenHble MpHMecH

Impurity A / Ilpumecs A

Below LOD (LOD = 0.0019 %) /
Hwxe npenena o6napyxenus (I1O

=0.0019%)
Impurity B / Ilpumecs B 0.01%
Impurity C/ Ylpumecs C Not detected / He oGHapysxeHa
Impurity D / Ilpumeck D Below LOD (LOD = 0.0049 %) /
Huoxke npenena obHapyxenus (ITO
= 0.0049%)
Impurity E / IIpumecs E
Not detected / ne obHapyxeHa
Impurity F / [Tpumecs F

Not detected / He oOHapyseHa

Any unknown individual
impurity / Envauynas
HeueHTHdHLHpYemast
npuUMech

Below LOQ (LOQ = 0.0143 %) /
Hinke npenesna KOJIHYECTBEHHOTO
onpenenenns (ITKO = 0.0143 %)

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 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Total impurities / Cymma
npuMecei

0.01 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /

IIpumeuyanue: [TponykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3aknmwouenune: OJOBPEHO

Prepared by / Checked by /

ITogroroBneno: Ramakant

b

INposepeno: Pardeep Kumar

of

Approved by: Manager / Executive /
Onobpeno: Mernemxep / PyKoBoaHTEND
Pavan Kumar Sharma (; 5 -

L Reprint Date /
Jara: 18.05.2024

Reprint Date /
Jata: 18.05.2024

Reprint Date /
MHara: 18.05.2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page3 of4/ Crp.3 nu3 4

Product Nise tablets 100 mg
IlpoayxT Haii3®, tabaerku 100 mr
Batch No / : V2400759 Batch Quantity / : 5,000,000 tablets /
Cepus Ne ObBem cepuu 5,000,000 TabneTok
Analytical Report No / : 040002524412 Date of Analysis / : 18.05.2024
AHaJUTHYECKHI oTyeT N JlaTa ananm3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA I'oagen ao (BkuI)
Analysis performed according to ND / Ananu3s nposeaes no HJI: I1N012824/03-140119 {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 / u3am. Ne 3 ot
28.09.2022)

____ Specification/Hopma
Acceptance value (AV) should be not more than
15.0 / Tlokasarens npuemaemoctd (AV) nomkeH
OpITb He Oonee 15,0

Result / PesynbTaTh
2.3

Ne | Test / Tlokazarens Il
7 | Uniformity of dosage units /
OJHOPOAHOCTb AO3UPOBAHUS

8 | Microbial limits* / Mukpo6uosiornueckas uucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / OBiiee yncio He 6onee 1000 KOE/r
aspOo6GHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O61uee uucno He 6onee 100 KOE/r
JPOXOKEBBIX U JIECHEBBIX

rprboB

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

Jlo/mKHBI OTCYTCTBOBaTh B 1 T

100.6 mg/ 100.6 mr Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N-OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3HipN-OsS

(Humecynun) B TabneTke

9 | Assay/ KonmuuyecTBeHHOe
onpeaegeHne

10 |Package / YnakoBka

Remarks : The Product conforms to ND /
ITpumeyanne: [Iponykr coorsercTByeT TpeboBanusm H/JI

10 tablets in PVC/aluminum blister.
3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTtox
B [IBX/amoMunreBom OaucTepe.

Ilo 3 Gnucrepa BMecTe C|HHCTPYKLMEH 1O TMPUMEHEHHIO B  TadKy
HHCTPYKLMEH [0 TPUMEHEHHIO B |KapTOHHYIO.
NayKy KapTOHHYIO.

=

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerok B IIBX / amoMHHHEBOM
6nucrepe. ITo 1, 2, 3 unu 10 6nucTepoB BMECTE ©

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarororneno: Ramakant

el

Checked by /
Iposepeno: Pardeep Kumar

Qﬁfr

Approved by: Manager / Executive /

Onobpeno: Menemxkep / Pylkpso,m-wena

Pavan Kumar Sharma A4, —
=

Reprint Date /
Jlata: 18.05.2024

Reprint Date /
Hata: 18.05.2024

Reprint Date /
Jara: 18.05.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page4 of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
IIpopykT : Haiiz®, tabnerku 100 mr
Batch No / : V2400759 Batch Quantity / + 5,000,000 tablets /
Cepusa Ne O0bem cepuu 5,000,000 tabnerok
Analytical Report No / : 040002524412 Date of Analysis / : 18.05.2024
AHaanTHYecKuil oTyeT Ne JlaTa aHayiu3a
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA I'ogen g0 (BKT)
Analysis performed according to ND / Ananus nposeaen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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
28.09.2022)

Ne Test / [TokazaTenn Result / PesyapTarsr Specification / Hopma B
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBeTcTBYET TPeOOBAHUAM B coorerctuu ¢ HJY
12 |Storage conditions / Store protected from light below 25°C / B 3alMiieHHOM OT CBETA MeECTe MpH
XpaHenue Temrneparype He Bbiue 25°C
13 | Shelf life / Cpok roanoctn 3 years / 3 roza

*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.
* AHamuz Mo nokasaremo «MHKpo6HoJorHueckas YHCTOTa» MPOBOAUTCS TNPOM3BOJAMTENEM TPU BBIMYCKE [€PUOTHUUECKU
(c MHTEpBaNiOM 0AHO HCTbITaHMe Ha 20 cepHil WM He MeHee 1 pasa B ron). [Tokazarenb MOXeT ObITh He BKIIOYEH B Ceprudukar
aHanu3a UpPMBL
API name (INN) / A®C (MHH): Nimesulide / Humecynuni
API manufacturer batch number / NMS/13090881
Homep cepun npoussoautenst ADC:
FP Manufacturer API Batch number /

Howmep cepun cy6cTannnu npounssogurens I'JID: FERA00082

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

IIpoussogurens A®C, cTpaHa: Aaptu Jlpars Jltn., Unpust

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBaHusaM HJ{ 3axnwuyenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

[ToarotoBneHo: iamaﬁt ITpoeepeno: Pardeep Kumar OnobpeHo: Meremxep / Pykpsoaurens

/ c.r/‘/ Pavan Kumar Sharma C{ V

Reprint Date / Reprint Date / Reprint Date /
Jara: 18.05.2024 Jara: 18.05.2024 Hara: 18.05.2024




