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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 1of S/ Crp.1u35

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
Cepusi No Ob6vem cepun 5000000 Tabnerok
Analytical Report No / : 040002457181 Date of Analysis / 1 22.03.2024
AHanuTHYecKHi oTuyeT Ne JaTta aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npousBoicTBa T'oaen o (BKT)
Analysis performed according to ND / Ananus nposegen mo HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / IloxazaTeab __Result/ PesyabTaThl Sp—eciﬁtio_n / Hopma ]

1 |Description / Onucanue Complies / CooTBeTcTByET Yellowish white round biconvex tablets with

smooth surface. / Benele ¢ xenTOBATEIM OTTEHKOM
KpYTJible OBOSKOBBIMYKIIbIE TaONETKH ¢ INIafKoH
MOBEPXHOCTBIO.

Identification /
Hopnuuunoctes

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 ynmepxuBaHHs OCHOBHOrO TNHMKa Ha
XpoMaTorpaMMe HCIbITYEMOT0 PacTBOPa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEpXKUBaHHU
OCHOBHOrO MHKa Ha XpOMATOTrpaMMe pacTBopa
cTaHgaptHoro obpa3na HuMecynuna (pasgen
«KONHUECTBEHHOE ONPENEIEHHE)

Average weight and mass
uniformity / Cpeausis macca
U OJHOPOXHOCTH MacCChl

310.5mg/310.5 mr

Complies / CooTBeTcTBYET

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

18/20 tablets - NMT x5 %/
18/20 Tabnerok — He Gojee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 TabneTok — He Gonee + 10 %

Dissolution / PacTBopenue

98 %, 97 %, 99 %, 99 %, 99 %, 98 %

Not less than 75 % (Q) of labeled amount of
Ci3H2N205S nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) 0T HOMHHANBLHOTO
cogepxanusa Ci3HiaN>OsS (Humecynun) uepes
45 MHH.

Remarks : The Product conforms to ND /
Ilpumeyanue: IlponykT cooTBeTcTBYET TpebopanusM HJT

Conclusion : APPROVED /
3akarwdenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Pravgsh [Tpoepeno: Rama Kant Onobpeno: Menemxkep / PykoBoanTe b
Rana Manoj Kumar A

Reprint Date / Reprint Date/ Reprint Date /

JHata: 22.03.2024 Hara: 22.03.2024 Jata: 22.03.2024

Fapistored Cfllice: 8-
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Product Nise tablets 100 mg

IIpoaykr Hai13®, tabnerku 100 mr

Batch No / : V2400367 Batch Quantity / : 5000000 tablets /
Cepns Ne O6Bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002457181 Date of Analysis / : 22.03.2024
AHanuTudeckmii otyet Ne Jarta anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JaTa npoussoacTBa T'open oo (BxJ)

u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o
28.09.2022)

Analysis performed according to ND / Anaan3s nposeaen no H/[: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /

T 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

[ Ne
5

_ Test/IlokasaTean

Water / Boaa 2.8 %

Result / Pe3yabTarhl

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

Related substances / PogcTBeHHBIe npumecu

' Impurity A / Tlpumecs A Below LOQ (LOQ = 0.0057%) /
Hioxe npepena KoJMYECTBEHHOTO
onpenenenus (ITKO = 0.0057%)
Impurity B / Ilpumecs B
0.01%
Impurity C / TIpumecs C Below LOQ (LOQ = 0.0075%) /
Hipke npenena KONMU4ecTBEHHOTO
onpeaenexus (ITKO = 0.0075%)
Impurity D / ITpumecs D
Not detected / He oOnapysxeHa
Impurity E / Tlpumecs E Not detected / ne o6HapyxeHa
Impurity F / Ilpumecs F Not detected / He oGHapyxeHa
Any unknown individual 0.03%
impurity / EnuHuvHas
HeHAeHTHOHUMpYeMas

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

NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6ounee 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 /
IIpumeyanue: Ilponykt coorBeTcTBYET TpebGoBanmam HJT

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Prajvesh Ilposepeno: Rama Kant Onobpeno: Menemxep / PykoBogirreis
Rana i W Manoj Kumar

Reprint Date / Reprint Date / o Reprint Date /

JHara: 22.03.2024 Hara: 22.03.2024 Jara: 22.03.2024 N

Registured Gffice: 8-2-337, Road Me

fob, +81 40 480
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CERTIFICATE OF ANALYSIS

AHaJuTHYeCKHii oTueT No

CEPTUD®HUKAT AHAJIU3A
Page3 of 5/ Crp.3u3 5
Product : Nise tablets 100 mg
Ipoaykr :  Haiiz®, Tabnerku 100 mr
Batch No / 1 V2400367 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / 1 040002457181 Date of Analysis / 1 22.03.2024

Jarta anaausza

Date of Manufacture / : 02/2024
Jlata nponsBoacTBa

Date of Expiry / : 01/2027
I'oxen go (BkuT)

Analysis performed according to ND / Anaaus nposenes mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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

OIIHOpO}.IHOCTb AO03UPOBAHUA

28.09.2022)
Ne Test / IlokazaTens Result / PesyabTaTsl | Specification / I-_Io_p;a ]
OPUMEChH
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
MpUMecer
7 Uniformity of dosage units / 3.5 R Acceptance value (AV) should be not more than

15.0 / TTokazaTenb npueMiemocti (AV) noiked
OeITE He Gostee 15,0

8 |Microbial limits* / MukpoGunoJoruyeckas 4ucrora*

a) Total aerobic microbial
count / Ob1uee yHcIio
a3pO6HEIX MUKPOOPraHU3MOB

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

b) Total combined yeasts and
mould count / O6wee yncio
IOPOMOKEBBIX M [IECHEBBIX
rpuboB

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

c) E. coli

NA Shall be absent in 1g/
JlomKHBI OTCYTCTBOBATE B 1 I

9 [Assay/KosnyecTBeHHOE 99.2 mg/99.2 mr Not less than 90.0 mg and not more than 110.0 mg
ompeaeieHue Ci3H2N>OsS  Nimesulide in tablet /

Or 900Mr no 110,0mr C;3H;2N-OsS
(Humecynun) B TabiieTke

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusam HJ| 3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

Iloarorosneno: Pravegh [IpoBepeHo: Rama Kant Onobpeno: Menemxep / Pykoao,uu'renb

Rana j Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.03.2024 Jlata: 22.03.2024 Jlata- 27 03 2074

-2-237, Road Ma. 2, Banjara Hilis, Hyderabad - 500034, Telangana, india

3, Email: mail@drre (l[;#\,) n
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CERTIFICATE OF ANALYSIS

10 |Package/ YnakoBka

| 10 tablets in PVC/aluminum blister. 2

blisters and patient information leaflet
in a carton. / o 10 rTabnerox B
IBX/antomunnesom Gauctepe. [lo 2
| GucTepa BMECTE ¢ MHCTPYKLIHEH T10

CEPTUDPUKAT AHAJIU3A
Page4 of 5/ Crp. 4u3 5
Product Nise tablets 100 mg
Hpoaykr Haii3®, Tabnerku 100 mr
Batch No / 1 V2400367 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 040002457181 Date of Analysis / 1 22.03.2024 N
AHaauTH4yecKHii oTyet No JlaTta ananuza
Date of Manufacture / : 02/2024 Date of Expiry / ¢ 01/2027
JaTa npon3BoAcTBa Togen no (BxI)
Analysis performed according to ND / Ananuz nposegen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. 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 / u3m. Ne 3 ot
28.09.2022)
No Test / [lokasarean Result / PesyabTaTsl Specification / Hopma

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerox B IIBX / anmroMuHHEBOM
6nuctepe. [To 1, 2, 3 unu 10 6aucTepos BMecTe ¢
HHCTPYKUMEH 110 TPUMEHEHHIO B  Mauky
KapTOHHYIO.

l NMPUMEHCHHUIO B NMaYKy KapTOHHYIO.

11 |Labeling / MapknpoBka

Complies as prescribed /
CooTBeTcTBYET TpeHOBaHUAM

According to ND /
B coorBercTreun ¢ HJI,

12 | Storage conditions /
Xpanenue

TeMmmnepatype He Boie 25°C

Store protected from light below 25°C / B 3ampuieHHOM OT CBETa MECTe npn'

13 | Shelf life / Cpok rogHocTH

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.
* AHanmu3 mo MoKazaTemo «MHKpPOGHONOTHYIECKas YKUCTOTa» MNPOBOMMTCA IPOM3BOAMTENEM MpPH BHIMYCKE MEPUOAMYECKH
(c urTepBanom oAHO HcHbITaHHE Ha 20 cepuit nnu He MeHee 1 pasa B ron). [TokaszaTens MoxeT ObITE He BKIIOUEH B CepTHdUKaT

aHam3a )UpMBL.

API name (INN) / A®@C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepuu npounssoantenas ADC:

NMS-1A-233027

FP Manufacturer API Batch number /
Homep cepun cyGeranuuu npouspoauress IJID:

FERA00062

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoxykT cooTBeTcTBYET TpeboBanusm H]J

Conclusion : APPROVED /
3axao4enune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarotonexo: Pravesh IIpoeepeno: Rama Kant Onobpeno: Menemkep / Pykosonurens
Rana f W‘” Manoj Kumar -

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

Pegisterad Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel 491 50 4900 2900, Faxe =91 40 4900 2999, Email: mail@direddys.com
CIN: LS5195AP1GR4PLCOOIS0T

wuawv.direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
PageSof 5/Crp.5u3 5

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabaerku 100 mr
Batch No / : V2400367 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnetok
Analytical Report No / : 040002457181 Date of Analysis / ¢ 22.03.2024 B
AHanuTHUYeCKHIi oT4eT No Jata anaanza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BojcTea T'onen po (BKT)

Analysis performed according to ND / Ananus nposegen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. 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 / w3m. Ne 3 ot
28.09.2022)

IIponssogurens ADC, crpaHa: Masuranam Hparz sua Oprasukce Jita, Unous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: Ilponykt coorBercTByeT Tpeboanusm HJT 3axirovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxarorosneHo: Pravesh ITposepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTens
Rana Manoj Kumar g

3 o
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 Hara: 22.03.2024 Hara: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +971 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@d:reddys.com
CIN- L85185AP1984PLCO0A507
wwyy.drreddys.com



