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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 10f4/ Crp. 1 n3 4

Product Nise tablets 100 mg
NpolykT Haii3®, Tabnerku 100 Mr
BatchNo / 1 V2301346 Batch Quantity / : 5000000 tablets /
Cepls No Oo6beM cepuu 5000000Tabnerox
Analytical Report No / : 040001983138 Date of Analysis / 1 26.07.2023
AHaJlsTHYeCKHUIi oTyeT Ne JlaTa aHaau3za
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
J1aT2 npoH3BOACTBA Iopen ao (BxJ)
Analysis performed according to ND / Anaau3 nposeaen no HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

Ne Test / IlokasaTesanb Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanne Complies / CooTBercTByeT Yellowish white round biconvex tablets with

smooth surface. / Besible ¢ )K€ATOBATHIM OTTEHKOM
KpYIJIble JABOSKOBBINYKbIE TaONETKH ¢ riajgKoi
MIOBEPXHOCTHIO.

Identification /
HopauuuocTh

Complies / CooTBercTByeT

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)KMBaHWS OCHOBHOrO MUKa Ha
XpOMATOrpaMMe HCIIBITYeMOI'0 PaCTBOPa JOKHO
COOTBETCTBOBATH  BPEMEHH  yIEpKHUBAHUSA
OCHOBHOI'O MHKa Ha XpPOMAaTorpaMMe pacTBOpa
CTaHAapTHOro ofpasua HuMecynuna (pasmen
«KonuuecTBeHHOE ONpPEAEICHHEN)

Averagé weight and mass
uniformity / Cpeansia macca
M OJ(HOPOJHOCTL MAaCChl

309.7 mg/309.7 mr

Complies / CooTseTcTBYET

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

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

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

Dissolution / PacTBopenne

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

Not less than 75 % (Q) of labeled amount of
C13H12N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaJIBHOTO
conepxanust Ci3H2N2OsS (Humecynna) uepes
45 mun.

Remarks : The Product conforms to ND /
Tpumeuanue: [IponykT coorercTByeT TpeboBanuam H/J|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarotosiieno: Pardeep [Mposepeno: Santosh Kumar Opobpeno: MeHenxep / PykoBozauTens
Kumar i ‘ Maurya 7 Manoj Kumar ) Z‘ f
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2023 Mara: 26.07.2023 Jata: 26.07.2023

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
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www.drreddys.com
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CERTIFICATE OF ANALYSIS

5 Water / Bona

3.5%

CEPTUOUKAT AHAJIM3A
Page 2 of 4 / Crp. 2 u3 4
Product Nise tablets 100 mg
MpoaykTt Haiiz®, tabnerku 100 mr
Batch No / 1 V2301346 Batch Quantity / : 5000000 tablets /
Cepun No O6bem cepuu 5000000Tabnerox
Analytical Report No / : 040001983138 Date of Analysis / ¢ 26.07.2023
AHaJuTHYeCcKHIf oTyeT Ne Jlara ananu3a
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
JlaTra nponsBoacTea I'ogen go (BK)
Analysis performed according to ND / Auanu3 nposexen no HJ/I: [T N012824/03-140119 (amend Neo 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 / u3am. Ne 3 ot
28.09.2022)
Ne Test / TTokazaTenn Result / PesynbraThn Specification / Hopma

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

6 |Related substances / PoacTBeHHbIe pUMeEcH

Impurity A / ITpumMecs A

Impurity B / [Ipumecs B
Impurity C / IIpumecs C
Impurity D / ITpumecs D

Impurity E / ITpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / Enunnuuas
HenaeHTudULUpyeMas
NpUMech

Total impurities / Cymma
npuMecei

Below LOQ (LOQ = 0.0057 %) /

Huxe npeziena KOJMHYECTBEHHOTO

onpenenenus (ITKO = 0.0057 %)
0.03%

Not detected / ne o6HapyxeHa

Below LOD (LOD = 0.0049 %) /
Huxe npenena obHapyxenus (I1O =
0.0049 %)

Not detected / ne o6napyxena

Not detected / He o6HapyxeHa

0.02

0.08%

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oxaee 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 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
llpumeyanue: 1IpoyKT COOTBETCTBYET Tpebopanusam HJ|

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / : Checked by / Approved by: Manager / Executive /
[Tonrorosnexo: Pardeep [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoirens
Kumar f _ Maurya Manoj Kumar 3 e
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2023 Hara: 26.07.2023 Jara: 26.07.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Re

ddy’s €3¢

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

CEPTUOHUKAT AHAJIU3A
Page3 of 4 /Crp.3 3 4
Product Nise tablets 100 mg
[pelykt Haiiz®, tabnerku 100 mr
BatchNo / 1 V2301346 Batch Quantity / : 5000000 tablets /
Cepma Ne O0nbem cepii 5000000Tabnerox
Analytical Report No / : 040001983138 Date of Analysis / 1 26.07.2023
AHaJluTHYeCKHi oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
Jarta npouspoacrsa T'ogen po (BKA)
Analysis performed according to ND / Auanus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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)
N | Test / IokazaTenn Result / PesyabTaTer Specification / Hopma
7 | Uniformity of dosage units / 4.4 Acceptance value (AV) should be not more than
OaHOpOAHOCTH A03UPOBAHHA 15.0 / INokazarens npuemiemoctu (A V) gomken
ObITE He 6onee 15,0
8 | Microbial limits* / Mukpoonoaoruyeckas uucrora*®
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee yucio He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPIaHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee uncno He 6onee 100 KOE/r
JIPOAOKEBBIX U IJIECHEBBIX
rpubo
¢) E. coli NA Shall be absent in 1g/
J1o/mKHBI OTCYTCTBOBATE B 1 T
9 | Assay/ KosudecTBennoe 98.0 mg/98.0 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaejeHue Ci3Hj2N20sS  Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr Ci3H;2N20s5S
(uumecynun) B Tabnerke
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 Ttabnerok B|/ Ilo 10 Tabmerox B IIBX / anrOMHHHEBOM
TBX/amomunuesom 6nucrepe. Ilo 2 | 6auctepe. ITo 1, 2, 3 um 10 6aucTepoB BMecTe ¢
GnucTepa BMECTE C MHCTPYKLHMEH [0 | MHCTpYyKUMEH 01O MPUMEHEHUIO B  Iauky
NPUMEHEHHIO B MAYKy KapTOHHYIO. | KAPTOHHYIO.

Remarks : The Product conforms to ND /
ITpumeyanue: [IponykT coorBercTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmaouyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarotosneno: Pardeep IIpoBepeHno: Santosh Kumar OpnobpeHo: Menemxep / Pykosoaurens
Kumar Maurya Manoj Kumar @L

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.07.2023 Jara: 26.07.2023 Hata: 26.07.2023

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: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Page4 of4 /Crp.4uz 4

Product : Nise tablets 100 mg
MpoAykr  : Haiiz®, Tabnerku 100 Mr
BatchNo / : V2301346 Batch Quantity / : 5000000 tablets /
Cepsin No Ob6bem cepun 5000000Tabrnerox
Analytical Report No / : 040001983138 Date of Analysis / ¢ 26.07.2023
AnajiiTiyecknii oryer No JlaTa anannsa
Date of Manufacture / + Jun.2023 Date of Expiry / : May.2026
Jlata npomsojacTea I'ogen o (Bxu)
Analysis performed according to ND / Anasus nposegen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 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)

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBaAHHAM B coorercrBun ¢ HIJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuIneHHOM OT CBeTa Mecte npu
XpaHeHue TeMmneparype He Boilue 25°C
13 | Shelf life / Cpok rognocrn 3 years /3 ropga
|

*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.
* Ananmz no nokazatemo «MHKPOGHONOrHYECKas YHCTOTa» MPOBOAMTCS TMPOM3BOAMTENEM IIPH BBIYCKE MEPHOTUYECKH
(c untepBanoM omHo MenbITaHkie Ha 20 cepuii uian He MeHee 1 pasa B rox). [lokasaTens MOXeT GbITh HE BKIIOUYEH B Ceprudukar

aHaJIn3a PHPMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecyin
API manufacturer batch number / NMS/13040383, NMS/13050475
Homep cepuu npousBoautens ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cranuuu npoussogutens [JID: FEQA00228, FEQA00260
Aarti Drugs Ltd., India /
API Manufactured by & country / Aapru Jlpar3 JIta., Uuaus
IIpoussoaurtens ADC, crpana:
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cootBeTcTBYeT TpeboBanusam HJT 3akimwouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

Ioarorosneno: Pardeep ITposepeHno: Santosh Kumar Onobpeno: Meuemkep / PykoBonutensb
Kumar f / Maurya ﬁ\:/ Manoj Kumar Y. ___L_Q:_C

Reprint Date / Reprint Date / Reprint Date /
Jata: 26.07.2023 Hara: 26.07.2023 Hata: 26.07.2023

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 rom




