Dr.Reddy’s Q‘:‘.

Or. Reddy's Laboratories Lic;.
Forimulation Unii-6

Viil. ¥hel, Malagarh Road, Baddi,
Disit. Solari, H.2., 173 205, INDIA
Tal: +91 9816 56001-02

v drreddys conm

CERTIFICATE OF ANALYSIS

1 | Description / Onucanme

Complies / CootBeTcTBYET

CEPTUPHUKAT AHAJHU3A
Page 1 of 5/ Crp. L u3 5
Product : Nise tablets 100 mg
IMpoayxr ¢ Haia®, rabaetkn 100 Mr
Batch No / 1 V2400157 Batch Quantity / : 5000000 tablets /
Cepusi Ne OGuem cepun 5000000 Tabnerok
Analytical Report No / : 040002430771 Date of Analysis / + 23.02.2024
AHanNTHUYECKHI oTYeT No Jata asannsa
Date of Manufacture / + 02/2024 Date of Expiry / : 0172027
Jata npon3BoacTBa Toaen ao (BK)
Analysis performed according to ND / Anaans nposeaen no HJI: IT 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/Mokasarenn _Result/ Pesyapraret Specification/ Hopwa

Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ )KeNTOBATBIM OTTEHKOM
KpYrible NBOSKOBBINYKJbIC TAONETKH C rNaaKoi
[IOBEPXHOCTHIO.

2 |Identification /
MoanuHHOCTL

Complies / CoorsercTByeT

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 ymepxHBaHWS OCHOBHOIO IHKa Ha
XPOMAaTOTrpaMMe MCMbITYEMOro pacTBOpa JOJNKHO
COOTBETCTBOBAaTh  BPEMEHHM  YAEPHHUBaHHUA
OCHOBHOIO MHKa Ha XPOMAaTOrpaMMe pacTBOpa
cTaupapTHoro ofpasua HuMecynuna (paszen
«KonuuecTBEHHOE OTIpeIETICHHE)

3 | Average weight and mass
uniformity / Cpeausst macca
H OXHOPOAHOCTH MaCCHI

311.1 mg/311.1 mr

Complies / CooTsercrayeT

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

18/20 tablets —NMT + 5 % /
18/20 rabnerok — He Honee + 5 %

2/20 tablets —-NMT + 10 %/
2/20 tabnerok — He Gonee £ 10 %

4 | Dissolution / PacrBopenue 95 %, 96 %, 96 %, 95 %, 97 %, 96 % | Not less than 75 %'(Q) of labeled amount of

Cy3H12N-0sS nimesulide is dissolved in 45
minutes / He menree 75 % (Q) oT HOMUHAIBHOTO
coaepxanua Ci3H;2N2OsS (Bumecynun) uepes

45 MuH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooteTcTBYET TpeboBanuaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneno: Prgyesh [TpoBepero: Rama | Opobpeno: Menemxep / PykoBoguTels
Rana Manoj Kumar il j

TiflAe ~
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.02.2024 Jara: 23.02.2024 Iara: 23.02.2024
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CERTIFICATE OF ANALYSIS
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CEPTHOHUKAT AHAJIM3A
Page20of5/Crp. 2135

Product Nise tablets 100 mg
Tpoayxr Haii3®, tabaerxu 100 Mr
Batch No / 1 V2400157 Batch Quantity / : 5000000 tablets /
Cepain Ne O6nuem cepuH 5000000 TabneTok
Analytical Report No / : 040002430771 Date of Analysis / ¢ 23.02.2024
AnaJjinTHveckuil oTuer Ne HMaTta aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npoH3BOACTBA Topen ao (BKJI)

28.09.2022)

Analysis performed according to ND / Anaaus nposenen no HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
v3m. 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 / u3M. Ne 3 ot

- Ne Test / llokazaTens
S |Water/Boaa

Result / PeaynbraThl |

Specification / Hopma

25%

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

6 |Related substances / PoacTBenHble mpUMecH

| Impurity A / [Ipumecs A

Impurity B / Ilpumecs B

Impurity C/ IIpumecs C

Impurity D / Tlpumecs D

Impurity E / TTpumecs E
Impurity F / Ilpumece F

Any unknown individual
impurity / Enunugnas
HEMIEHTH(HULIMpYEMas

|

Below LOD (LOD = 0.0019 %) /
Hwuxe npepena obnapyxenus (I10 =
0.0019%)

Below LOQ (LOQ = 0.0084%) /
Hibke npegesna KOJIMYECTBEHHOTO
onpeaenenus ([TKO = 0.0084%)

Not detected / He obHapyxeHa

Not detected / ne obRBapyxeHa

Not detected / ie o6HapyxeHa

Below LOD (LOD = 0.0045 %) /
Hixe npenena o6Hapyxenus (10 =
0.0045%)

0.03%

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 %

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipogyxr coorBeTcTBYeT TpedoBanusMm HJ

Conclusion : APPROVED /
3aknaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroenexo: fravesh IIpoBepeno: Rama Kant Opobpeno: Menemxep / Pykosofiirens
Rana Manoj Kumar f]

)~ K -~ or LF 5
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 23.02.2024 Jara: 23.02.2024 Hata: 23.02.2024




Dr.Reddy’s “:‘

Analysis performed according to ND / Anann3 nposeaen mo HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / uam. Ne 3 ot

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Page3of S/ Crp.3us5
Product Nise tablets 100 mg
MpoayxT  : HaHa®, Tabnerku 100 mr
Batch No / 1 V2400157 Batch Quantity / : 5000000 tablets /
Cepma No Obnem cepuu 5000000 Tabnerok
Analytical Report No / : 040002430771 Date of Analysis / : 23.02.2024
AHaaHTHYeCKH# oTHeT Ne JlaTa anaju3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JIaTa NPOH3BOACTBA Togen no (BK.N)

(uumecymin) B Tabnetke

28.09.2022)
[ Ne Test / MokazaTensn Result / Pe3yabTaThbl Specification / Hopma

NpUMech
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
npumMeceit

7 | Uniformity of dosage units / 25 Acceptance value (AV) should be not more than
OQHOpOAHOCTE HO3HPOBAHHA 15.0 / Toka3arens npuemaemocti (AV) gomxkeH

I 65ITH He Gonee 15,0

8 |Microbial limits* / Mukpo6HosorHyeckas yHcrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61mee 4ucIo He Gonee 1000 KOE/r
a3po6HBIX MUKPOOPTraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee uncno He 6onee 100 KOE/r
IPOMXOKEBBIX M TTECHEBBIX
rpubos
c) E. coli NA " | Shall be absent in 1g/

JIO/DKHEI OTCYTCTBOBATE B 1 1

9 | Assay/ KonnyecTBeHHOe 100.6 mg / 100.6 Mr Not less than 90.0 mg and not more than 110.0 mg

onpeAeseHHe Ci3Hi2NaOsS  Nimesulide in tablet /
Ot 90,0 Mr ao 110,0 Mr C|3H|3N3058

Remarks : The Product conforms to ND /
IIpameuanue: IIpogykT cooreeTcTBYET TpeboBaHuAM H]

Conclusion : APPROVED /
3akauenne: OJJOBPEHO

Prepared by /
ITonroToBneHo: Prayesh
Rana ‘

Checked by /

IlpoBepeno: Rama Kant

L i

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBojnrens

Manoj Kumar dla‘fu wl

Reprint Date /
ara: 23.02.2024

Reprint Date /
Hara: 23.02.2024

Reprint Date /
Jara: 23.02.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Pagedof S/ Crp. 4u3z5

Product : Nise tablets 100 mg
Hpoayxr  : Hais®, tabnetkn 100 mr
Batch No/ 1 V2400157 Batch Quantity / + 5000000 tablets /
Cepua Ne el OGsem cephH 5000000 Tabnerox
Analytical Report No / :+ 040002430771 Date of Analysis / : 23.02.2024
AHaJHTHYCCKHHA oT4eT No HaTta anaau3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npoM3BOACTBA Topent no (BK)
Anallysis performed according to ND / Anaans nposeaen no H/I: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / uam. Ne 3 ot
28.09.2022)

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2,,,,3,,01_ 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / Tlo 10 Ta6nerox B|/ Ilo 10 Tabnerox & IIBX / amomuHMeBOM
[IBX/amomuuresom 6nuctepe. ITo 2 | 6anctepe. o 1, 2, 3 unu 10 61ucTepos BMecTe ¢
GrucTepa BMECTE C MHCTPYKLMEH IO | HHCTPYKUMEH MO MPMMEHEHHIO B Mavuky
NPUMEHEHHMIO B Ia4Ky KapTOHRYIO. | KAPTOHHYIO.

Ne Test/ nm__m:mT_eﬂ_ﬁ i Result / PeayasTats! Specification / Hopma i

11 |Labeling / MapkupoBxa Complies as prescribed / According to ND /
CooTBeTcTBYET TpeGOBaHHAM B coorsercteuu ¢ HJT
12 |Storage conditions / Store protected from light below 25°C / B 3amuuieHHOM OT CBETa MeCTE mpu
XpaneHnue TeMmrepaType He Bsine 25°C

13 | Shelf life / Cpox FOAHOCTH 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.
* AHanus Mo nokKasarenmo «MHUKpOGUONOrMYeckas HUCTOTa» MPOBONMTCA MPOM3BOAWTENEM NPH BBINYCKE MNEPHOAUYECKH
(C HHTepBaIOM OXHO UcTIbITaHKMe Ha 20 cepuii WK He MeHee 1 paza B ron). [lokasatess MOXET GbITh HE BKITIOUCH B Ceprudukar

ananu3a ipMel.

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

API manufacturer batch number / NMS-1A-233024, NMS-1A-233025

Homep cepun nponssogutena ADC:

FP Manufacturer API Batch number / FERA00059, FERA00060

Homep cepuu cyocrannun npoussoxures I'JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: Mpoaykt cooTBeTcTBYET TpeboanusM HJT 3axkmouende: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ToxroTosrneno: Pravdsh IIpoBepeno: Rama Kant OnoGpero: Mernemxkep / PykoBoaNTETS:
Rana % ! Manoj Kumar 1 ; wﬂ

L o !
Reprint Date / Reprint Date / ' Reprint Date /
Hata: 23.02.2024 Jata: 23.02.2024 Jara: 23.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
Page5of 5/ Crp.5u35
Product + Nise tablets 100 mg
[poayxt  : Haiis®, Tabnerkn 100 mMr 1
BatchNo/ : V2400157 Batch Quantity / : 5000000 tablets /
Cepus Ne Obnem cepun 5000000 TabneTok
Analytical Report No / : 040002430771 Date of Analysis / 3 23.02.2024
AnasiurHYeckuii oTuer Ne Jlara aHaan3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara RPOH3BOACTBA Iogen ao (Br)

Analysis performed according to ND / Auanuz nposesen mo HJI: ITTN012824/03-140119 {amend Ne 1 from 08.06.2020 /
msm. 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)

IIpousBogurens ADC, ctpana: Manranam [pars aua Opranukce Jitn, MHous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Ipogykr cooTBeTcTBYET TpeboBanHuam H/I 3aiumouernne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBneHo: Pravesh IIpoeepeHo: RamaKant J— Onobpeno: Menemxkep / PykoBoaurens

3! I .
Rana '1/ ) Manoj Kumar “ Lp
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.02.2024 Hara: 23.02.2024 Hara: 23.02.2024




