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CERTIFICATE OF ANALYSIS

100 %

CEPTUDPUKAT AHAJIM3A
Page1of4/Crp.1u3 4
Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2401193 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6vem cepuu 5000000 tabnerok
Analytical Report No / : 040002581351 Date of Analysis / : 30.06.2024
AHajquTHYecKHI oTueT No JlaTta aHaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3Boacraea I'ogen go (Bx)
Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (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 / uzm. Ne 3 ot
28.09.2022)
Ne Test / llokasareas Result / Pe3yapTaThbl Specification / Hopma
1 Description / Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Beible ¢ )KeNTOBATBIM OTTEHKOM
KpPYTJble OBOSKOBBIMYKIbE TabJeTKH ¢ IagKoit
[OBEPXHOCTBIO.
2 Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
TomuaHoOCTH chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems ynepXHBaHMs OCHOBHOTO INHMKa Ha
XpOMATOrpamMMe KCIBITYEMOTO PacTBOpa HO/DKHO
COOTBETCTBOBATh BpEeMEHH yIep>KUBAHUS
OCHOBHOIO IMKa Ha XpOMAaTorpaMMme pacTBopa
cTangaptHoro ofpasua HuMecynuza (pasaen
«KonuuyecTBeHHOE OTIpeneaeHHE)
3 |Average weight and mass 3103 mg /3103 mMr |310 mg+5.0%/310mMr+5,0%
e A ACpea s Complies / CooTBeTCTBYET | 18/20 tablets —NMT = 5 % /
Macea i oAHOPOAHOCTL 18/20 Tabnerok — He HGonee = 5 %
Macchl
2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %
4 Dissolution / PacTBopeHnue 97 %, 96 %, 96 %, 99 %, 97 %, Not less than 75 % (Q) of labeled amount of

C13H2N-0OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMMHAIBEHOIO
conepxkanua Ci3HpN-OsS (Humecynun) yepes 45
MUH.

Remarks : The Product conforms to ND /
IMpumeyanue: [IponykT coorsercTByeT TpeboBanusim HJI

Conclusion : APPROVED /
3axaoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ilonroroenexo: ; [Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurelb
Pardeep Kumar C—;L,_/_.-— Manoj Kumar h\r LU-U'f ‘
Reprint Date / Reprint Date / Reprint Date /

Jarta: 23.09.2024 Hara: 23.09.2024 Hata: 23.09.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.coin

CIN: L85195AP19R4PLCO045D7

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3IA
Page2of 4/ Crp. 2 us 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2401193 Batch Quantity / : 5000000 tablets /
Cepus No Oo6BbemM cepuu 5000000 Tabnerox
Analytical Report No / : 040002581351 Date of Analysis / + 30.06.2024
AnamnTHyecknit oryer Ne JlaTa ananmnza
Date of Manufacture / : 06/2024 Date of Expiry / : 0572027
JlaTta npousBoAcTBa T'open mo (BK.T)

Analysis performed according to ND / Ananus nposesen no HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
No 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 / uzm. Ne 3 ot

28.09.2022)

Result / Pe3ynbTaThl
3.1%

Ne Test / IlokazaTean
5 Water / Boaa

o Specification / Hopma -
Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoncTeeHHble npuMecH

Impurity A / [Ilpumecs A
Huxe

Impurity B / [Ipumecs B 0.04%

Impurity C / ITpumecs C Not detected / He o6HapyeHa
Impurity D / Ilpumecs D Not detected / He 06Hapy>keHa
Impurity E / Ilpumecs E Not detected / He 06HapyskeHa
Impurity F / ITpumecs F Not detected / He obHapyxeHa

Any unknown individual

Below LOQ (LOQ = 0.0057 %) /| NMT 0.20 % / He 6onee 0,20 %
npegena  KOJIMUECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

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 %

impurity / EnunuyHas

Below LOQ (LOQ = 0.0143 %) /

HeHJEHTHQUUKMpPY EMas Hiwke mpeaena KOJHUECTBEHHOTO
IpHMeECh onpexenenus (ITKO = 0.0143 %)
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 Uniformity of dosage units | 2.5 Acceptance value (AV) should be not more than

/ OaHopoAHOCTH |

15.0 / TTokazarens npuemMaeMoctH (AV) noiskeH

Remarks : The Product conforms to ND /
Ipumeuanne: [Tpoxykt cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by / Checked by /
[loarorogiexo: [Iposepeno: Pawan Kumar

Pardeep Kumar OL’ ﬁ

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

Manoj Kumar \h lL_(
SATLL)

Reprint Date /
JHara: 23.09.2024

Reprint Date /
JHara: 23.09.2024

Reprint Date /
Hata: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.coimn
CIN: L85195AP1S984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page3 of4/Crp.3 u3 4

Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnetku 100 mr
Batch No / 1 V2401193 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 040002581351 Date of Analysis / : 30.06.2024
AHanuTn4eckHii oTyeT Ne JlaTa aHajiu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa mpousBoacTBa Togen po (BKJI)

28.09.2022)

Analysis performed according to ND / Auanus nposenen no HJI: 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 / u3m. Ne 3 ot

No Test / Ilokasarean

AO3UPOBAHUS

Result / Pesyn_bTaTbl

Specification / Hopma
6bITh He 6onee 15,0

8 Microbial limits* / Mukpo6

HOJIOrMYeCcKas YyucroTa*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61mee yucio He 6onee 1000 KOE/r
a3poOHbIX

MHWKPOOPTraHU3MOB

b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Obwee He 6onee 100 KOE/T

YHCIIO APOXIKEBBIX U

IIeCHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g/

JIOJDKHBEL OTCYTCTBOBAThL B 1 T

9 Assay / Konn4yecTBeHHOe
omnpeaeseHne

99.2 mg/99.2 mr

Not less than 90.0 mg and not more than 110.0 mg:
C13H;pN2OsS  Nimesulide in tablet /

| 0190,0 mr g0 110,0 mMr C3H2N>05S (Humecynun)

B TabJeTke

10 |Package/ YnaxoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabneroxk B

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnerok B [IBX / anmoMUHHEBOM OJIHCTEpE.

IBX/amomuuuesom 6nucrepe. ITo 2 |ITo 1, 2, 3 wunu 10 OGnucrepoB BMecTe ¢
6IKcTepa BMECTE C MHCTPYKLMEH 10 | MHCTPYKLMEeH 10  TPMMEHEHHIO B TaudKy
MPUMEHEHHUIO B [1AYKy KaPTOHHYFO. | KAPTOHHY!O.

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

Remarks : The Product conforms to ND /
IIpumeuanue: ITpoaykT coorBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenue: QJJOGPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

=1

Checked by /
IIposepeno: Pawan Kumar

A

Approved by: Manager / Executive /
Opnobpeno: Menemkep / PykoBomurelib
Manoj Kumar

|'. "I'\"h 'Y

Reprint Date /
JHara: 23.09.2024

Reprint Date /
Hata: 23.09.2024

Reprint Date /
Jara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@direddys.coim

CIN: L85195AP1984PLCD0N4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page4 of 4/ Ctp. 4 n3 4

Product : Nise tablets 100 mg
Hpoayxr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401193 Batch Quantity / : 5000000 tablets /
Cepust Ne Obvem cepun 5000000 Tabnerox
Analytical Report No / : 040002581351 Date of Analysis / : 30.06.2024
AHamuTHyecKknii oryer Ne JlaTta anajn3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTBa Togen go (BKIT)

Analysis performed according to ND / Ananu3s nposeaen no HJ: T1 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)

N Test / Ilokasatens  Result/ PesynbTaThl | Specification / Hopma
CootBercTBYET TpeboBaHHAM B coorBercrBuu ¢ HJ
12 [Storage conditions / Store protected from light below 25°C / B 3amuiueHHOM OT CBETa MECTE MPU TEM nepa'rype'
XpaHnenue He BeIe 25°C
13 | Shelf life / Cpox roamoctn |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.
* AHamuz no mnokazareno <« Mukpobuonoruyeckas HHUCTOTa» MPOBOAUTCA MPOMU3BOMUTENIEM TP BBIMYCKE IMEPHOIHYECKH
(c uHTEpBANOM OIHO HCcMblTaHHe Ha 20 cepHit WIH He MeHee 1 pasa B roa). ITokaszaTens Moxet 6oITh He BKIoueH B Ceprudukar

aHau3a GHpMbi.

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

API manufacturer batch number / NMS/13121235, NMS/13121237

Homep cepuun npoussoautenss A@C:

FP Manufacturer API Batch number / FERA00266, FERA00267

Homep cepun cy6eranmmn npoussoauress LJID:

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

Ipouszeoaurtesb ADC, crpaHa: Aapru dpars JIta., Muaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITponykt cooTBercTBYeT TpeboBanusm HJL 3akuouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneno: IIposepeno: Pawan Kumar Onobpeno: Menemkep / PykoBonureis
Pardeep Kumar of/. Manoj Kumar /

- - e

Reprint Date / Reprint Date /' Reprint Date /
Jara: 23.09.2024 Jara: 23.09.2024 Jata: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4500 2999, Email: maii@drreddys.coin
CIN: L85195AP1984PLCO04507
www.drreddys.com




