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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 1 of4/ Crp.1u3 4
Product Nise tablets 100 mg
IIponyxr Haii3®, Tabaerku 100 mr
Batch No / 1 V2402731 Batch Quantity / : 5000000 tablets /
Cepun Ne O6bem cepumn 5000000 Tabnerox
Analytical Report No / : 040002772436 Date of Analysis / : 29.12.2024
| AHanuTHYecKkuii oT4eT No __|Aara ananusa
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2027
JlaTa npousBoacTsa Iopen ao (BKJ1)
Analysis performed according to ND / Ananus nposenen no H/I: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / nzm.
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 / u3am. Ne 3 or
28.09.2022)
LN Test / [lokazaTenn Result / Pe3yabTaThi ~ Specification / Hopma i

1 Description / Onucasue

2 Identification /
IMognuHHOCTH

Complies / CoorBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benrie ¢ *KENTOBATLIM OTTEHKOM
KpyIJble OBOSKOBBIMYKNble TabIeTKHU ¢ Tialkoi
MOBEPXHOCTHIO.

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 /
Bpemsi  yoepKHMBaHM ~OCHOBHOTO TMHKa Ha
XpOMarorpamMme HCIBITYEMOTO pacTBOpa JOMKHO
COOTBETCTBOBATh BpPEMEHH YAEPIKUBAHUS
OCHOBHOI'O MHKa Ha XpOMarorpaMMe pacTBOpa
cranfgaptHoro ofpasua HaMecynuza  (paszen
«KonuuecTBeHHOE OTIpEJEiEHHE)

3 Average weight and mass 309.1 mg/309.1 mr
uniformity / Cpeausia Complies / CooTBeTCTBYET
Macca H OTHOPOAHOCTh
Macebl
I
4 Dissolution / PactBopenne

97 %, 97 %, 97 %, 98 %, 98 %, 98 % | Not less than 75 % (Q) of labeled amount of

310 mg+5.0% /310 mr£5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnetok — He bonee = 5 %

2/20 tablets — NMT = 10 % /
2/20 Tabnetox — He Gonee + 10 %

C3H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaNEHOIO
copepxanus Ci3HpN>OsS (HumMecyun) yepes 45
: MHH.

Remarks : The Product conforms to ND /
Ipumeuanne: Ilpoaykr coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akiodenue: OJIOBPEHO

Prepared by /IloaroropneHo:
Santosh Kumar Maurya
9’

[
" ——

Checked by / I1poepeHo:
Pardeep Kumar

i

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBogurenb
Amit Kumar \ L
Ao

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jlarta: 29.12.2024

Reprint Date/ '
Jata: 29.12.2024

Registered COffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5C0034, Telangana, India
Tel: +61 40 4900 23900, Fax: +91 40 45C0 2998, Email: maii@drreddys.cam
CIN: L85195AP1984PLCOOASDT

wanwdrreddyz.com
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Dr. Reddy's Laboratories (td.
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CERTIFICATE OF ANALYSIS

CEPTUP®UKAT AHAJIM3A
Page 2 of 4/ Crp. 2 u3 4
[Product Nise tablets l_Ob_mg
INpoayxr Haiiz®, tabnerku 100 mr
Batch No / 1 V2402731 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002772436 Date of Analysis / 1 29.12.2024
AHanuTHYeCKHil oTyeT Ne HMara anaausa —
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npoH3BOACTBA Tonen g0 (BK.T)
Analysis performed according to ND / Ananns nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
No 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 / u3am. Ne 3 ot
28.09.2022)
Ne Test/ Mokasateas Result / Pesyaprarst L Specification / Hopma
5 Water / Boaa 24 % | Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / PoacTBenHble opuMecH -
Impurity A / llpumecs A Below LOQ (LOQ = 0.0057 %) / NMT 0.20 % / He 6onee 0,20 %
I Hike mpeznesna KoJUYECTBEHHOTO
onpeaenenus (ITKO = 0.0057 %)
Impurity B / Ilpumecs B A (107 NMT 0.20 % / He 6onee 0,20 %
v.vi /o
Impurity C / Ipumecs C Not detected / e obHapyKena NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not detected / He o6uapyseHa NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not detected / e o6Hapyxena NMT 0.20 % / He 6onee 0,20 %
[mpurity F / ITpumecs F Not detected / He oBHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Below LOQ (LOQ =0.0143 %) / . NMT 0.20 % / He 60see 0,20 %
impurity / Exusuatias Huke nmpenena KOJTM4ECTBEHHOTO
HeHAeHTHHUMpYemas onpeaenenus (ITKO = 0.0143 %)
fipUMech
Total impurities / Cymma 0.01 % [NMT 1.5 % / He 6onee 1,5 %
TpUMeceit | |
7| Uniformity of dosage units | s Acceptance value (AV) should be not more than
/ OaHOpPOAHOCTH 15.0/ TTokazarens npremsieMocTH (AV) qomkeH
A03HPOBAHHSA 661Th He Gonee 15,0
8 Microbial limits* / MHKDOﬁ-MOJ'lOFl/I'-ICCKaﬂ uHcToTa* __ :

Remarks : The Product conforms to ND /
Ipumeuanne: ITpoaykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akiawuyenue: OJJOBPEHO

Prepared by /IToarotosneno: | Checked by / [1IposepeHo: Approved by: Manager / Executive /
Santosh Kumar Maurya Pardeep Kumar Onobpeno: Menemxep / Pykosogurens
( Amit Kumar o
e - /\"’\/
Reprint Date / Reprint Date / Reprint Date/ "
Jlara: 29.12.2024 Jara: 29.12.2024 Hara: 29.12.2024

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4300 2999, Emnsil: maii@drreddys.com
CIN: L85195AP1984PLCON4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A
Page3 of4/ Crp.3uz 4

Product Nise tablets IOEn;g
IIpoxyxT Haiis®, tabnerku 100 mr
Batch No / 1 V2402731 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepuu 5000000 TabneTok
Analytical Report No / : 040002772436 Date of Analysis / : 29.12.2024
AHaNMTHYECKHIT oTyeT N2 Hata ananusa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npou3BOACTBA Foaen 10 (BKJI)
Analysis performed according to ND / Ananus nposegen no HJ: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 / u3am. Ne 3 ot
28.09.2022)

Ne Test / Mokazatenn Result / PesyabTaTsl Specification/ Hopma

a) Total aerobic microbial
count / Obiwee 4ucao
a3pobHBIX

| MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count / O61uee
YHCIIO OPOXIKEBBIX U
TTECHEBBIX rPUOOB

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r l

|
‘ NA
[ NA

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

NA

Shall be absent in 1g/
JIo/KHBI OTCYTCTBOBaTh B 1 T

| onpenesieHue
|

9 Assay / KosinuecTBenHoe

99.8 mg/99.8 mr

Not less than 90.0 mg and not more than 110.0 mg
C13H2N-OsS  Nimesulide in tablet /
O1 90,0 mr no 110,0 mr Ci3H2N20sS (Humecynun)
B TabneTke

10 |Package/ Ynaxoska 110 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 Tta6nerok B |Ilo 10 ta6aerok B [IBX/amomunueBoM OancTepe.
[MBX/anmomunueBoM 6nuctepe. o 2|IMlo 1, 2, 3 wumu 10 O6nuctepoB BMecTe C
6AMcTEpa BMECTE C MHCTPYKLMEH MO | MHCTPYKUHEH 10  MPUMEHEHMO B Madky
TIPUMEHEHHIO B MAUKy KapTOHHYIO. | KAPTOHHYIO.

| 11 |Labeling/ Mapkuposka | Complies as prescribed / According to ND /
CooteeTcTBYET TpebOBaHHAM B cootsercteuu ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3alUMILEHHOM OT CBETa MECTE NPH Temmeparype |

Remarks : The Product conforms to ND /
ITpumeuanue: [IponykT coorBercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakaroyenne: OJJOBPEHO

Prepared by /IloarorosneHo:
Santosh Kumar Maurya

Checked by / IlposepeHo:
Pardeep Kumar

——

Approved by: Manager / Executive /
Opobpeno: Menemxep / PykoBoaurenb
Amit Kumar

Reprint Date /
Hara: 29.12.2024

Reprint Date /
JHara: 29.12.2024

Reprint Date / '
Jara: 29.12.2024

Pegistered Cifice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 560034, Telangana, India
Tel: +61 40 4900 2900, Fax: +%1 40 4500 2999, Email: maii®drreddys.cain
CIN: L85195AP1984PLCON4A507

wwvedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page4of 4/ Crp. 4 u3 4

Product : Nise tablets 100 mg R
Nponykr : Hais®, tabnetky 100 mr
Batch No / 1 V2402731 Batch Quantity / : 5000000 tablets /
|Cepug No O6bem cepum 5000000 Tabnetok
Analytical Report No / : 040002772436 Date of Analysis / 1 29.12.2024
AHATUTHYECKHI oTYyeT Ne JlaTta anaansa - _ |
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npou3BoACTBA logen ao (BKT)

Analysis performed according to ND / Ananu3s nposeaen no H/I: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 / n3m.
Ne 1 or 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
28.09.2022)

Ne Test / [lokazarean ::Rieggll / PeaynbraThi Specification / Hopma
XpaHeHue He Bbliwe 25°C

13 | Shelf life / Cpox roauocTH |3 years / 3 rona

*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.

* A”anuz no mnokasarento «MukpoOHonoruyeckass 4MCTOTa» IPOBOAMICH NPOW3BOAMTENIEM I[P BbIllyCKE TEPHOANUECKH
(c ¥HTEpBanoM OfHO HcMEITanue Ha 20 cepuii wik He Medee 1 pasa B ron). [Tokasartens MoxeT 6bITh HE BkMoueH B CepTudukat
aHanu3a UpMEL.

API name (INN) / AOC (MHH): Nimesulide / Humecynun
API manufacturer batch number /
Homep cepuu npoussoauTens ADC:
FP Manufacturer API Batch number /

NMS/14100694, NMS/14100701

FERA00617, FERA00633
Homep cepuu cyGcTanuuu npoussoaurens I'JID:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouzBoauTear ADC, crpaHa: Aapru Hpar3 JIta., Unaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITIpumeuanue: [IpoayxT coorseTcTByeT TpeboBanusmM HJI 3akawuenue: OJJOGPEHO
Prepared by /Ilogrorosineno: | Checked by / IIposepeno: Approved by: Manager / Executive /
Santosh Kumar Maurya Pardeep Kumar Onobpeno: Menemxkep / PykoBoauTesb
% OL’ Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / "
Hara: 29.12.2024 Hara: 29.12.2024 Hata: 29.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4300 2500, Fax: +91 40 4500 2999, Email: maiiddrreddys.com
CIN: L85155AP1984PLCONASDY
wnwdrreddys.com




