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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Page 1 0of4/ Crp. 1 uz 4

Product Nise tablets 100 mg
Iponykr Hait3®, Tabnerkn 100 mr
Bat¢h No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepha Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024
AHATHTHYCCKNIH OTUEeT No JlaTa anaanza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
Jara npou3BoacTBa T'open a0 (Bk)
Analysis performed according to ND / Anaans nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / n3wm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
Ne | Test / IlokazaTean ___ Result/ PesyabTaTbl | Specification / Hopma
1 | Description/ Onucanue Complies / CooTBeTCTBYET | Yellowish white round biconvex tablets with
[ smooth surface. / Benble ¢ »eNTOBATEIM OTTEHKOM
| Kpyriible ABOSKOBBINYKIbIE TabJICTKU C TIIAAKOMH
| TOBEPXHOCTHIO.
2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
| oanuHHOCTL chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemss  ymep:KHMBaHMsS ~OCHOBHOTO [NHMKa Ha
XpOMaTorpaMMe MCNbITYEMOro pacTBOpa NODKHO
COOTBETCTBOBATh BpEeMEHH YIOepKUBAHHS
OCHOBHOTO [MHKa Ha XpOMAaTorpaMMe pacTBopa
craHmapTHoro ofpasua HuMecyinpa (pazgen
«KonnuecTBeHHOE OnpeeIeHHe»)
3 Average weight and mass 308.4 mg/308.4 mr 310 mg +5.0% /310 Mr £ 5,0 %
uniformity / Cpeauss Complies / CooTBeTcTByET 18/20 tablets —-NMT + 5 %/
Macea i ofHopoanocTy 18/20 Tabnetok — He Honee + 5 %
macesl
2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6onee £ 10 %
4 Dissolution / Pacteopenue | 102 %, 99 %, 102 %, 98 %, 101 %, |Not less than 75 % (Q)_oflabeled amount of
101 % C13H2N-0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaNBLHOTO
comepxkanusi Ci3H2N2OsS (Humecynun) yepes 45
MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBaHusam HJ| 3akiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroeneno: /ﬁ ITposepeno: Santosh Kumar Opnobpeno: Menexep / PBBOHI/ITGJ‘IL
Noor Mohammad ) "7 Maurya Amit Kumar
=2l
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2024 Hara: 25.09.2024 Hara: 29.09.2024
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
Page 2 of 4 / Ctp. 2 u3 4
Product : Nise tablets 100 mg
IMponrykr : Haifz®, Tabnetku 100 mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002674380 Date of Analysis / : 29.09.2024
AHATuTHYECKHIl oTyeT No JlaTa aHanaun3za
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JaTa npousBoAcTBA Toaen no (BKJI)
Analysis performed according to ND / Auanus nposeaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / n3m.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / u3m. Ne 3 or
{28.09.2022)

N Test / IlokazaTean Result / PesyabTaThi Specification / Hopma

5 Water / Boxa 3.2% Not more than 6.0 % w/w / He Gonee 6,0 %

6 Related substances / PoacTBeHHble npumecH
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %) /| NMT 0.20 % / He 6onee 0,20 %
Huxe rmpeaena KOJIHUECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIlpumecs C Not detected / He oOHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / He oOHapykeHa NMT 0.20 % / He 6onee 0,20 %
Impurity E / IIpumecs E Below LOD (LOD = 0.0062 %) / NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6Hapysxenus (I10 =
0.0062 %)
Impurity F / Ilpumecs F Not detected / He o6HapyskeHa NMT 0.20 % / He Goxnee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / ExuHnuyHas
HeuaeHTHOHLIMpYeMast
TIPHMECE
| Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
i npumecei
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [poaykt cootBeTcTBYET TpeboBaHUsIM H][ 3axnouenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosnexo: ~ [IpoBepeHo: Santosh Kumar Onobpeno: Menemiep / PykoBoguresn
Noor Mohammad &-‘ > Maurya k' Amit Kumar /}e’_‘/’
Reprint Date / Reprint Date / Reprint Date /
MHara: 29.09.2024 Hata: 29.09.2024 Hara: 29.09.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 3 of4/ Crp.3 u3 4

Product Nise tablets 100 mg
Ilponyxr Haiiz®, Tabnetkn 100 mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepun 5000000 Ta6.l'leTOK_
Analytical Report No / : 040002674380 Date of Analysis / ¢ 29.09.2024
AHANMTHYECKHIT 0THeT Ne Jlata anannza
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
Jlara npon3soacTsa Togen no (BrJT)

28.09.2022)

Analysis performed according to ND / Auanus nposeaen no HJI: I1 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

Ne Test / [lokazaTeab

7 Uniformity of dosage units
/ OaHOpOAHOCTDL
J03NPOBAHHUS

35

_ Result/PesyabTatel

B Specification / Hopma
Acceptance value (AV) should be not more than
15.0 / Tokazarens npremieMocTd (A'V) pomxeH
OBiTh He Gonee 15,0

8 | Microbial limits* / Mukpo6uonorunueckas yncrora*

a) Total aerobic microbial NA
count / O6uiee yucno
a3pobOHbIX
MHKPOOPTraHH3MOR

b) Total combined yeasts NA
and mould count / O6wee
YHCJIO APOHIKEBBIX U

NNIECHEBEBIX FpHGOB

EE. coli

NA

| Not more than 100 CFU/g /

‘Shall be absent in 1g /

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

He 6onee 100 KOE/r

JoyKHBI OTCYTCTBOBATE B 1 T

9 Assay / KonnuecTBeHHOe 98.9 mg/98.9 mr

onpegeneHue

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hi2N-OsS  Nimesulide in tablet /|
01 90,0 mr go 110,0 mr C3H1>N->OsS (Humecynun) |
B TabyeTke ]

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

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister._l, 2,3 0r10
blisters and patient information leaflet in a carton. /
Ilo 10 Tabnerok B [IBX / amomMuHHeBOM OaHCTEpE.

[IBX/amomuuuesom Gnuctepe. [To 2 |Tlo 1, 2, 3 wumu 10 O6iaucTepoB BMeCTE C
6nMcTepa BMECTe C MHCTPYKLUUEH MO | MHCTPYKTWEH 1o MpUMEHEHHW) B Mayuky
MPAMEHEHUIO B MTA4YKy KapTOHHYIO. KapTOHHYIO.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpedopanuaM HJ 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosinexo: ITpoBepeno: Santosh Kumar Onobpeno: Mexemxep f\_P/yKOBOllI/ITeJ'IB
Noor Mohammad <2 Maurya : Amit Kumar '/Xe' N
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024
Registered Gitice: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tol: #5140 4950 2300, Fax: +8

Al LC304507
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 4 of 4/ Crp. 4 u3 4
[Product : Nise tablets 100 mg

Tlpoaykr : Haiis®, Tabnerku 100 mr
Batch No / : V2401919 Batch Quantity / : 5000000 tablets /

Cepusa Ne Ob6bem cepun 5000000 TabneTok
’El%lytical Report No / : 040002674380 Date of Analysis / : 29.09.2024
[AHATMTHYeCKUH oTueT N JlaTta aHanu3a
|Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
!H_a"r_a NPOU3BOACTBA I'ogen po (BK)

Analysis performed according to ND / Ananus nposenen no HJ: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
‘Ng 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 / Tokazaten Result / PesyabTaThl ~ Specification / Hopma
11 |Labeling / Mapxkuposka | Complies as prescribed / According to ND /
‘ CootBetcTBYET TpeOOBaHHAM B cootBercTBum ¢ HJ]
12 | Storage conditions / Store protected from light below 25°C / B 3a1uuineHHOM OT CBeTa MecTe NMpH TCM;lepaTpr |
Xpanenue He Bhille 25°C |
13 | Shelflife/ Cpoxk rognoctu |3 years/ 3 rona o |

*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.

* AHanu3 mo mnokazarenio «MuKpoGHoJIorMyeckas 4HCTOTa» MPOBONUTCA MPOW3BOAMTENEM TMPH BBIMYCKE MNEPHOAMYECKH
(c unTepBanom oaHo ucnbiTanue Ha 20 cepuil wiu He MeHee 1 pasa B roa). ITokazarenib MoxeT ObITh He BKMO4eH B CepTudukar
aHanu3a (ipmel.

API name (INN) / A®C (MHH): Nimesulide / Humecynung
API manufacturer batch number / 1A-243010-M1, NMS-1B-243002, NMS-1E-243003
Homep cepun npoussoauresa ADC:
FP Manufacturer API Batch number / FERA00252, FERA00345, FERA00346
Homep cepun cy6ctanuun npoussoauress I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Iponssogurens ADC, crpana: Manranam Hpars au1 Opranuke Jitn, Uaaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJ[ 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: : ITpoBepeno: Santosh Kumar Onobpeno: Menemkep / Pykopoaurens
Noor Mohammad |/ - | Maurya (&, Amit Kumar /5«%
Reprint Date / Reprint Date / Reprint Date / T
Jara: 29.09.2024 Hara: 29.09.2024 Jara: 29.09.2024

2, Banjara Hills, Hyderanad - 500034, Telangana, India
{04900 299¢, Email: maii@drreddys.com
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