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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIN3A

Page 1 of4/ Crp.1u3 4

Product Nise tablets 100 mg

| IIpoaykr Haiiz®, tabnetku 100 mr

Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /

| Cepuin Ne Obvem cepuii 5000000 Taberox
Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024
AHAIUTHYECKMH 0TUeT Ne |IlaTa aHaJu3a

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

JlaTa npoU3BOACTBA T'open po (BJI)

Analysis performed according to ND / An
Ne 1 o7 08.06.2020, amend Ne 2 from 10.08.
28.09.2022)

aaus nposenen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

TN | Test / Ilokazarennb

Result/ PesyabTaThl Specification / Hopma

1 |Description / Onncanne

Yellowish white round biconvex tablets with
smooth surface. / BeJibie ¢ 3KeITOBATBIM OTTEHKOM
KpyTJible [BOSKOBbIMYK/Ible TabNETKH C TriIaaKon
MOBEPXHOCTEIO.

Complies /COOTBeTCTByef

2 | Identification /
INoaanuHoCTh

3 Average weight and mass
uniformity / Cpeanss
mMacca H OJHOPOAHOCTh
macebl

Complies / CooTBeTcTBYET [The retention time of principal peak in the
chromatogram of test solution should correspond to
reteniion time of principal peak in Nimesulide
standard solution chromatogram under Assay /|
Bpems  yoep:KHBaHHS OCHOBHOrO TNHKa Ha|
XpOMaTOrpaMMe HCIBITYEMOro pacTBOpa JOKHO
COOTBETCTBOBATh BPEMCHH YAEpKUBAHHSA
OCHOBHOTO TMHMK4a Ha XpoMaTorpaMMe pacTBopa
craHpapTHoro obpasua HaMecynuna (pasjen
«KonuuecTBeHHOE OnpeaeaeHue»)

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

18/20 tablets —NMT £ 5 % /
18/20 tabneTok — He Honee = 5 %

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

308.4 mg/308.4 mr

Complies / CooTBeTcTBYET

4 Dissolution / PactBopenne | 102

Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAaJILHOTO
comepxanns Ci3H-N>OsS (numecynun) uepes 45
MUH.

%, 99 %, 102 %, 98 %, 101 %,
101 %

Remarks : The Product conforms to ND /
IIpumeyanue: I1ponykt cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenue: OXOBPEHO

Prepared by /

Checked by /

Approved by: Manager / Executive /

TTonrotoBneHo:
Noor Mohammad

vz

IIpoeepeHo: Santosh Kumar
Maurya L%\

Onobpeno: Menemxep / P&rﬁsonmenb
Amit Kumar N
==

Reprint Date /
Hara: 29.09.2024

Reprint Date /
JHara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

Registered Cifice: 8-2-337, R
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Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A
Page 2 of 4 / Crp. 2 u3 4

Product Nise tablets 100 mg
| IIporykT Haiiz®, tabnerku 100 Mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
| Cepust Ne O6Bem cepuu 5000000 TabaeTok
Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024
AHANUTHYeCKHH oTYeT Ne JlaTa aHanu3a
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
|/IaTa npon3BoacTBa Topen po (BK.)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / m3am. Ne 3 ot

Result / PesyabTaThbl
3.2%

Ne Test / IlokazaTenn
5 Water / Boaa

6 |Related substances / PoxcTBeHHble IpHMecH

Specification / Hopma

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

Impurity A / Ilpumecs A
Huxe npenena
onpenenenus ([TKO = 0.0057 %)

Impurity B / Ipumecs B 0.02%

Impurity C / IIpumecs C Not detected / He o6HapyxeHa

\_ npumecei

Impurity D / TIpumecs D Not detected / He obHapyxeHa

Impurity E / Ilpumecs E Below LOD (LOD = 0.0062 %) /
Huxe npepena o6Hapyxenus (I[10 =
0.0062 %)

Impurity F / Ilpumecs F Not detected / He obHapyxeHa

Any unknown individual 0.03%

impurity / Enunuunas

HenaeHTUHULHpYeMast

npuMech

Total impurities / Cymma 0.07 %

Below LOQ (LOQ = 0.0057 %) /| NMT 0.20 % / He 6onee 0,20 %
KOJIHYECTBEHHOIO

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gounee 0,20 %
NMT 0.20 % / He 60ostee 0,20 %

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

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
ITpumeuanue: [IpoayxT coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toxrorosnexo: ~ [IposepeHo: Santosh Kumar Opnobpeno: Menemxkep / Pykosoxutens
Noor Mohammad 0\ - Maurya a Amit Kumar kf"/

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024

Reygisterad Cliice: 3-5-337
Tal: 451 35 490 049002
APLL

SLUTTRGGY.CoM

Road Ne. 2, Banjaia Hills, Hyderabad - 500034, Telangans, India

naii@drreddys,com
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Formuiation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Diztt. Solan, H.P, 173 205, INDIA
fel 491 98166 56001-02
vavawdrieddys.com

CERTIFICATE OF ANALYSIS

JlaTa npoU3BOACTBA

CEPTUOUKAT AHAJIM3A
Page3of4/ Crp.3n3 4

Product Nise tablets 100 mg
IIp oayxT Haii3®, Tabnerku 100 mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 tabneTox
Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024
AHAINTHYECKHIT oTueT No JlaTa ananusa
Date of Manufacture / + 09/2024 [Date of Expiry / : 08/2027

|F011eH Jo (BKuT)

28.09.2022)

Analysis performed according to ND / Ananu3s nposegen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
No 1 ot 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

Ne Test / IlokasaTenb

T Uniformity of dosage units
/ OIHOPOAHOCTE
J03MPOBAHUSA

_ Result/ PesyabTaThb!

3.5

Specification / Hopma
Acceptance value (AV) should be not more than
15.0 / Iokazartene npuemnemocty (A'V) gorokeH
GbITE He Gonee 15,0

8 Microbial limits* / Mukpo6uosioruyeckas uucrora*

a) Total aerobic microbial
count / OBiLee yncio
a3pOOHBIX
MMKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Obee
YHCIIO APOMKIKEBBIX U
IUTECHEBBIX rpUboB

NA

NA

¢) E. coli

NA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

‘Shall be absent in 1g/
JIO/DKHBI OTCYTCTBOBAaTh B 1 T

9 Assay / Kosqu4yecTBeHHOE
onpeaeeHue

10 Package / Ynakoska

98.9 mg/ 98.9 mr

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[BX/anromunueroM bauctepe. ITo 2
fnucTepa BMeCTe C MHCTPYKLMEH Mo
MPAMEHEHHIO B N1a4Ky KapTOHHYIO.

l

Not less than 90.0 mg and not more than 110.0 mg
C13H12N20sS  Nimesulide in tablet /
OT1 90,0 mr a0 110,0 mr C13H2N2OsS (nuMecyum)
B TabneTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnerok B [IBX / amomuHueBOM 6n1cTepe.
Ilo 1, 2, 3 wmm 10 OaucTepoB BMECTE €
HHCTpYKUMeH [0 TpUMEHEHHWIO B Madky
KapTOHHYIO.

Remarks : The Product conforms to ND /
IIpumeuanue: [IponyxT cootBeTcTBYET TpeboBanusmM HJ

Conclusion : APPROVED /

3akaouyenue: OJJOBPEHO

Prepared by /
IloaroToBneHo:

Noor Mohammad <2

Checked by /
IIpoeepeHo: Santosh Kumar
Maurya ﬁi

X
[

Approved by: Manager / Executive /
Opobpeno: Meremwxep / PykoBoJuTenb

Amit Kumar />(,. %

Reprint Date /
Jlara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

Registered Civica: &-2-33

T

000

451 15 4900 2900,




Dr.Reddy’s ":’

Dr. Reddy's Laboratories |td.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDJA
Tel : 491 98166 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Page 4 of 4/ Crp. 4 u3 4

Product Nise tablets 100 mg
IIpoaykr Haii3®, Tabnerxu 100 mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnetok
Analytical Report No / : 040002674380 Date of Analysis / : 29.09.2024
AnanuTuyeckuii orueT No JlaTa ananu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JaTa nponsBoacTBa Toxen no (BK)

Analysis performed according to ND / Ananu3 nposeaed no HJI: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 / uam.
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

XpaHeHue He BoIwe 25°C

28.09.2022)
No Test / ITokaszaTensb | ~ Result/ PesynbTaThl Specification / Hop.\a
11 |Labeling/ Mapkuposka | Complies as prescribed / According to ND /
CooteeTcTRyeT TPeOOBAHUIM B coorsercTBnu ¢ HJ|
12 |Storage conditions / | Store protected from light below 25°C / B 3alHlIIeHHOM OT CBeTa MecTe NP1 TeMnepaType

13

Shelf life / Cpox roanocTn |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.

* Apanu3 1o mokasaTemo «MHUKpOOGHONMOTHYeCKass YHCTOTa» MPOBOAMTCS MMPOW3BOAUTENIEM TIPH BEINYCKE MEPHOANUYECKN
(c MHTepBasIOM OfHO HcEITaHhe Ha 20 cepuii unu He meHee 1 pasa B ron). [Tokasatens MoxeT 6bITh He BKIodeH B CepTrdukar

aHaM3a PUpMbL,

API name (INN) / A®C (MHH):

Nimesulide / Humecynng

API manufacturer batch number /
Howmep cepuu npoussoanteyns ADC:

1A-243010-M1, NMS-1E-243002, NMS-1E-243003

FP Manufacturer API Batch number /
Howmep cepuu cy0cTannuu npoussoauTtens I'JI@:

FERA00252, FERA00345, FERA00346

API Manufactured by & country/
IIponssoautens APC, cTpana:

Mangalam Drugs and Organics Ltd, India /
Masnranam J{pars sup Opranuke Jita, Muans

Remarks : The Product conforms to ND /

Ipumeuanue: [TponykT cooTBETCTBYET Tpebopauusam H]I

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

Prepared by / Checked by /

TTonroroBneHo:

Noor Mohammad Maurya

Va2

IIpoeepeno: Santosh Kumar

;k_ B Amit Kumar /&’y

Approved by: Manager / Executive /
Ono6peno: Menenxep / PykoBoautenb

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jlara: 29.09.2024

Registered Cffice: 8-2-327, Ros
fel: +61 4G <1660 290

c?

. Banjara Hills, yderabad - 500034, Telangana, India

4900 2995, Email: maii@drreddys.com
S5APIISAPLCOO4RD7Y

wasdiredaye.com




