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Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page1of S/ Crp. 1u35
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabaerku 100 mr
BatchNo / : V2302500 Batch Quantity / : 5000000 tablets /
Cepus Ne Oobem cepuun 5000000 tabnerox
Analytical Report No / : 890001709281 Date of Analysis / 1 29.12.2023
AHAJIMTHYECKHI oTyeT No JlaTta aHasu3a
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172026
JlaTa npou3BoacTBa Togen g0 (BKJ)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / TloxaszaTenn Result / PesyabTaThl Specification / Hopma

1 |Description / Onucanne

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ xenToBaTeM
OTTEHKOM KpYTJible JBOSKOBBITYKJIbIE TabneTkn

|c rnagKon TMOBEPXHOCTEBIO.

2 i Identification /
MoauHHOCTL

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 / BpeMsi yaep>XUBaHHA OCHOBHOTO

MMKa Ha  XpOMaTorpamMMe  HCHBITYEMOro
pacTBOpa HOJDKHO COOTBETCTBOBAaTH BpEMEHU
yIepXKUBaHUS OCHOBHOTrO nuKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAAPTHOTrO
obpasna HHUMeCYIMaa (pa3nen

«KonnuecTBeHHOE Ol'lpC}lCJ'lCHHC»)

3 Average weight and mass
uniformity / Cpeausist macca
H OJHOPOAHOCTb MACCHI

308.8 mg/308.8 mr

Complies / CootBercTByeT

310 mg+5.0% /310 Mmr£ 5,0 %

18/20 tablets —=NMT £ 5 %/
18/20 Tabnerok — He Gonee = 5 %

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

Remarks : The Product conforms to ND /
Mpumeuanue: [poaykr coorBercTByeT TpedoBanusiM HJT

Conclusion : APPROVED /
3akmouenue: OJOGPEHO

Prepared by /

IToarorosnexo:

Santosh Kumar Maurya
e

-

Checked by /
ITpoBepeno: Pardeep Kumar

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

Manoj Kumar , J
s

Reprint Date /
Jata: 29.12.2023

Reprint Date /
JHata: 29.12.2023

Reprint Date /
Jara: 29.12.2023

NG, 3, Baniara Hills, Hyderabad - $02034, Telangana, India
: 20 2829, Email: sl drreddys.com
MLOBAPRPLCOGSOT




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page2of S/ Crp.2u35

Product Nise tablets 100 mg
poAykr Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2302500 Batch Quantity / : 5000000 tablets /
Cep#ia Ne O6beM cepuu 5000000 Tabnerox
Analytical Report No / : 890001709281 Date of Analysis / 1 29.12.2023
AHaJInTHUYeCKHii oTueT Ne JlaTa ananun3a
Date of Manufacture / : 12/2023 Date of Expiry / . 11/2026
JlaTa npou3BoacTBa TI'ogen o (BKuI)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. 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
28.09.2022)

4 | Dissolution / PacrBopenue

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

Not less than 75 % (Q) of labeled amount of
C13H12N20sS nimesulide is dissolved in 45
minutes / He meuee 75 % (Q) ot
HoMmuHanbHOTO comepxkanus Cij3HjxN»0OsS
(Humecynun) yepes 45 MUH.

5 |[Water/Bopa

Impurity C/ Ilpumecs C

Impurity D / IIpumecs D

25% Not more than 6.0 % w/w / He 6osnee 6,0 %
6 |Related substances / PoacTBeHHble npuMecH
Impurity A / Ilpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Not detected / He obHapyxeHa

~Below LOD (LOD =0.0049 %) /
Hwxe npenena obxapyxenus (TTO
=0.0049 %)

Below LOD (LOD =0.0062 %) /
Hwxe npenena o6xapyxenus (I10

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

I ity E/I1 E
mpurity pHMech ~0.0062 %)

Remarks : The Product conforms to ND /
ITpumeuanue: [Tponykr coorsercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
Hoarorosnexo: [Tposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar - /

A\

Santosh Kumar Maurya R
Reprint Date /

Reprint Date /
Harta: 29.12.2023

Hata: 29.12.2023

Reprint Date /
Jara: 29.12.2023

wjarn iHills, Hyderabad - 500034, Telangana, India

s Ddrreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page3of 5/ Crp.3u35

Product 1 Nise tablets 100 mg
Ipoaykr  : Haiiz®, tabaerku 100 mr
BatchNo / 1 V2302500 Batch Quantity / : 5000000 tablets /
Cep#s Ne Oo6beM cepuu 5000000 Tabaerox
Analytical Report No / : 890001709281 Date of Analysis / 1 29.12.2023
AHaJIHTHYecKHil oT4eT No JlaTta ananusa
Date of Manufacture / + 12/2023 Date of Expiry / : 11/2026
JlaTa npou3BOACTBA T'onen go (BKIT)
Analysis performed according to ND / Auanu3s nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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 or
28.09.2022)

Below LOD (LOD =0.0045 %) / Huxe

Impurity F / ITpumecs F npeaena o6Hapysxenus (IO NMT 0.20 % / He 6onee 0,20 %
=0.0045 %)
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunn4nas ’
HeuaeHTHdUuLMpyemas
npUMech
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 38 Acceptance value (AV) should be not more
OaHOPOAHOCTB 103HPOBAHUS than 15.0 / [ToxasaTens npuemnemoctu (AV)

JIomKeH ObITh He 6ojee 15,0

8 | Microbial limits* / MukpoGuoaorunyeckas uucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obiee u1cno He 6onee 1000 KOE/r

a3po6GHBIX MHKPOOPraHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoaykxT cooTBeTcTBYET TpebosanusM HJL 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosnexo: [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurensb
Santosh Kumar M\%{ya . Manoj Kumar /,’
Reprint Date / Reprint Date / Reprint Date /

Hata: 29.12.2023 Hata: 29.12.2023 Jlata: 29.12.2023

Ragisterod Oiflce: ®-2-337, Rosti N i > » Hille, Myderabad - 500034, Telangana, India
%) di@direddys.com
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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

CEPTHO®UKAT AHAJIU3A
Page 4 of S/ Crp. 4 u3 5

Product Nise tablets 100 mg
ITpoaykTr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2302500 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepuu 5000000 Tabnerox
Analytical Report No / : 890001709281 Date of Analysis / 1 29.12.2023
AHaJinTHYeckuii oTyeT No JarTa anaau3za
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172026
JlaTa npousBoaCTBA T'ogen ao (Bku)

28.09.2022)

Analysis performed according to ND / Auanns nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / nzm. Ne 3 ot

| Not more than 100 CFU/g /

He 6onee 100 KOE/r

b) Total combined yeasts and NA
mould count / O6wee yucno

JPOMOKEBBIX M IIIECHEBBIX

rpu6oB

¢) E. coli NA

Shall be absent in 1g/
Jlo/KHBI OTCYTCTBOBATH B 1 T

9 | Assay/ KoauuecTBeHHOe
onpejaesieHne

98.1 mg/ 98.1 mMr

Not less than 90.0 mg and not more than
110.0 mg C;3H2N>OsS Nimesulide in tablet /
Or 90,0 MIT OO 110,0 Mr C|3H|:N:Oss
(uumecynun) B TabneTke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
I[BX/anromunueBom Omucrtepe. ITo 3

10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
amomuHueBoM 6nucrepe. Ilo 1, 2, 3 um 10

CooTBeTcTBYET TpeOOBaHUAM

OnucTepa BMeCTe C WHCTpYKLUMEH no |ONHCTEpOB BMECTE C HHCTPYKLHMEH 1o
MPUMEHEHHIO B Ma4YKy KapTOHHYIO. NPUMEHEHHIO B NIaYKy KapTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

B cooTtsercTBuM ¢ H]I

12 | Storage conditions /
XpaHnenne

Store protected from light below 25°C / B 3amuineHHOM OT CBETa MeCTe npu“

Temneparype He Bbiue 25°C

13 | Shelf life / Cpox roanocTn

3 years / 3 roma

Remarks : The Product conforms to ND /

ITpumeuanue: [ponykt coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

I'repared by /
[Toarorosnexo:
Santosh Kumar Maurya

Checked by /
IIpoBepeHo: Pardeep Kumar

S

Approved by: Manager / Lxccutive /
Opobpeno: Menemxep / PykoBoaurens
Manoj Kumar

Lo

Reprint Date /
Hata: 29.12.2023

Reprint Date /
Jlara: 29.12.2023

Reprint Date /
Hara: 29.12.2023

(10034, Telangana, lidia

Ddiraddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A
Page5of 5/ Crp. 5u3 5

Product Nise tablets 100 mg
{IIpoAyKT Haii3®, Tabaerkn 100 mr

BatchNo / 1 V2302500 Batch Quantity / : 5000000 tablets /
Cepua Ne O0Bem cepuu 5000000 Tabnerox
Analytical Report No / : 890001709281 Date of Analysis / ¢ 29.12.2023
AHaJmTH4Yeckuii oryer No Jlara ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172026

Jara npoussoacTea T'onen g0 (BKJI)

Analysis performed according to ND / Ananu3 nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / u3M. Ne 3 ot
28.09.2022)

*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.
* AHanmuz Mo rnokazaremo «MHKpOOHONIOrHYecKass 4MCTOTa» TNPOBOJMTCS MPOM3BOJUTENEM TPHU BHIMYCKE IMEPHUOIHYECKH

(c MuTepBaIOM ONHO HcmbiTaHue Ha 20 cepuil WK He MeHee 1 paza B rox). I[TokasaTens MoxeT ObiTh He BKIIOUeH B CepTudukaT

aHanM3a QUpMBI,

API name (INN) / A®C (MHH):

Nimesulide / Humecynup

API manufacturer batch number /
Homep cepun npoussogutensi ADC:

NMS-1A-233013

FP Manufacturer API Batch number /
Homep cepun cy6cTtanumu npoussoguress I'JId:

FEQAO00555

API Manufactured by & country /

IIpoussoautesb ADC, ctpana:

Mangalam Drugs and Organics Ltd, India /

Masnranam Jlpar3 sug Opraauke Jita, Uaaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: ITponykt coorBeTcTBYeT TpeboBanusM HJJ 3aknouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Santosh Kumar Maurya Manoj Kumar - F

- = e
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.12.2023 Jara: 29.12.2023 JHara: 29.12.2023




