Dr.Reddy’s “:’ L ho

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A
Page 1 of4/ Crp. 1 u3 4
Product : Nise tablets 100 mg
Hponyxr : Haiis®, Tabnerkn 100 mr
Batch No / 1 V2402126 Batch Quantity / : 5000000 tablets /
Cepua Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / : 040002697101 Date of Analysis / : 18.10.2024
ABanuTHYecKHi oTUeT Ne JlaTa ananu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
daTa npousBoacrea TI'onen po (BruT)
Analysis performed according to ND / Ananus nposeaen no 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 or
[28.09.2022)

N | Test / IlokasaTesn Result / Pesyastarsi Specification / Hopma 1

1 Description / Onncanne Complies / CooTBercTByeET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ keNTOBaTHIM OTTEHKOM
KpYribie ABOSIKOBBIMYK/bIE TaONETKH ¢ TJagxoi

MOBEPXHOCTHIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MMopnHHHOCTH chromatogram of test solution should correspond to

retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemsi ymepkMBaHHMA OCHOBHOTO IMKa Ha
XPOMATOTPaMMe HCIBITYEMOr0 PacTBOPa JOJKHO
COOTBETCTBOBAThH BpPEMEHH YIepKUBaHUS
OCHOBHOTO TMWKa Ha XpOMaTOTpaMMe pacTBopa
cTaHpapTHoro obpasua HuMecynuwza (pasznen
| «KonuuectBenHoe onpeaeneHue»)

3 Average weight and mass 310.9 mg /3109 mr 310 mg+5.0% /310 mr+5,0%
uniformity / Cpegussn
mMacca H OJHOPOAHOCTL
Macchl

Complies / CooTBeTCTBYET 18/20 tablets - NMT + 5 % /
18/20 tabnerok — He 6oaee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnmetok — He 6onee = 10 %

4 Dissolution / Pacreopenue | 101 %, 101 %, 95 %, 98 %, 99 %, |Not less than 75 % (Q) of labeled amount of

99 %, C3H-N-0sS nimesulide is dissolved i 45
minutes / He menee 75 % (Q) OT HOMHHAJILHOTO
comepxanus Cj3H)2N2OsS (Humecynnn) uepes 45

Il MHH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Iponykr coorserctByeT TpeboBaHusam HJ| 3akmoyerne: OJJOBPEHO
Prepared by /Ioarorosneno: | Checked by / I1posepero: Approved by: Manager / Executive /
Pravesh Rana f Santosh Kumar Maurya Onobpeno: Menemkep / PykoBoaurens

‘L ’% Amit Kumar j\‘/ ;/
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.10.2024 Jara: 18.10.2024 Hara: 18.10.2024




Dr. Reddy's Laboratories i
[ I Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 2 of 4 / Crp. 2 u3 4

Product : Nise tablets 100 mg
IIpoxykr : Haii3®, tabnerku 100 mr
Batch No / : V2402126 Batch Quantity / : 5000000 tablets /
| Cepusi N O6nem cepun 5000000 Tabnetok
Analytical Report No / : 040002697101 Date of Analysis / : 18.10.2024
AHanuTHyeckuii oTuer Ne Hdarta anannsza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
|JaTa npon3BoacTBa T'open go (BKJT)

Analysis performed according to ND / Ananus nposeaen mo HJI: IT1 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 / usm. Ne 3 or
28.09.2022)

N | Test/Tlokasarens Result / PesynbTaThl Spe_l:il’ic:all'imur Hopma

5 | Water / Boxa 3.3% Not more than 6.0 % w/w / He Gonee 6,0 %

6 | Related substances / PoacTBeHHble IpHMecH -
Impurity A / IIpumecs A Below LOQ (LOQ = 0.0057 %) / NMT 0.20 % / He 6onee 0,20 %
' Hinike npenena KomM4eCTBEHHOTO
' onpenenenus (ITKO = 0.0057 %)

|
Impurity B / [Ipumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not detected / He o6HapyxeHa ' NMT 0.20 % / He 6onee 0,20 % |
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %
Hripxe npeaena obHapyxenus (I10 =
0.0049 %)
Impurity E / ITpumecs E Not detected / He 0BHapyeHa NMT 0.20 % / He 6onee 0,20 %
[mpurity F / ITpumecs F Not detected / He oGapyxena NMT 0.20 % / He 6onee 0,20 %
Any unknown individual . NMT 0.20 % / He 6onee 0,20 %
X . 0.02%
impurity / Equnuynas
HeneHTUHLIHpYeMas
npHMeCh
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumMecent
7 Uniformity of dosage units 2.1 Acceptance value (AV) should be not more than
/ OgHOpOAHOCTH 15.0 / Tlokazarens npuemieMocTd (AV) H0IKEH
A03MPOBAHHA 661TE He Bonee 15,0
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Iponyxr coorBercTBYET Tpebobanusm HJI 3axuwuenune: OJOBPEHO
Prepared by /Iloprorosineno: | Checked by / IIposepeno: Approved by: Manager / Executive /
Pravesh Rana ’ Santosh Kumar Maurya Opnobpeno: Menemkep / PykoBoauTelb
pd . o Na—
@ Amit Kumar X
— /
Reprint Date / Reprint Date / Reprint Date / g
Hara: 18.10.2024 Jara: 18.10.2024 Jata: 18.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +€1 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@diraddys.com
CIN: LBS1954P1984PLCOOASGT
www.drreddys,.com




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIU3A
Page3 of4/ Crp.3uz 4
Product Nise tablets 100 mg
Mpoaykr Haiiz®, tadnerku 100 mr
Batch No / 1 V2402126 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepun 5000000 Tabnerok I
Analytical Report No / : 040002697101 Date of Analysis / : 18.10.2024
ApanuTHyecKHii orueT Ne JlaTa aHanun3a
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
JlaTa npou3BoaCTBA Togen go (Bx)
Analysis performed according to ND / Ananus nposeaen no H/: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 / uzm.
Ne 1 or 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 / TlokazaTenb | Result / PesyabTarhi ! Specification / Hopma
8 Microbial limits* / Mukpo6uoioruueckas uucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee yucyo | He 6onee 1000 KOE/r
a’pOOHBIX
MHKPOOPTraHU3MOB ‘
b) Total combined yeasts NA | Not more than 100 CFU/g /
'and mould count / Obee ' He 6onee 100 KOE/r
YKCO OPOXIKEBLIX H
[/1ECHEBBIX IpUOOB |
¢) E. coli - NA ' Shall be absent in 1g/
JloJiXHBI OTCYTCTBOBaTh B 1 T
9 Assay / KonnuecTBeHHOe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than 110.0 mg
onpejaeneHue | Ci3HipN-05S  Nimesulide in tablet / |
Ot 90,0 mr go 110,0 mr Ci3H;2N2O5S (Humecynum) |
B Tabnerke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / Ilo 10 Ttabnerok B|Ilo 10 Tatnerok B [IBX / antomuuueBom bimcrepe. |
| IBX/anroMunueBoM Gnucrepe. Ilo 2|ITo 1, 2, 3 wau 10 6imcTepoB BMmecTe ¢
GaMcTepa BMECTE C MHCTPYKLHEH 0 | MHCTpYKLe NO  NPUMEHEHHIO B Mayky
NPHMEHEHHIO B MIaYKy KapTOHHYIO. | KAPTOHHYIO.
11 | Labeling / Mapkuposka | Complies as prescribed / According to ND /

COOTBeTCTByCT TpeGOBaHH}IM

B coorBetrcTBui ¢ H]

Remarks : The Product conforms to ND /
IMpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /TloarotpeneHo: | Checked by / IIposepeno: Approved by: Manager / Executive /

Pravesh Rana [ Santosh Kumar Maurya OnoGpeno: Menemxep / PykoBoautens
“ b Q’\ Amit Kumar L\

Reprint Date / Reprint Date / Reprint Date / )

Hara: 18.10.2024 Hara: 18.10.2024 Jara: 18.10.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 4 of4/ C1p. 4 u3 4
Product Nise tablets 100 mg
Hpoaykr Haiiz®, tabaetku 100 Mr
Batch No / 1 V2402126 Batch Quantity / : 5000000 tablets /
| Cepus Ne Ob6bem cepun 5000000 TabreTok
Analytical Report No / : 040002697101 Date of Analysis / : 18.10.2024
AHajuTH4yecKHH oTyeT No JMara anaanza
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
JlaTa npou3BOACTBA Topen po (BK.T)
Analysis performed according to ND / Auanus nposeaen no H: I1 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 / uam. Ne 3 or
28.09.2022)

Test / ITokazaTenn | Result / PesyabTaTst ) Speciﬂct_lﬁpn /Hopma
Store protected from light below 25°C / B 3aiuieHHOM OT CBETa MECTE MPU TeMMEpaType

He BrIme 25°C

| Ne
12 |Storage conditions /
XpaHeHue

13 | Shelf life / Cpok rogHocTH 3 years / 3 rona
|

L .

*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.
* AHanuz 0o mnokasateno «MukpoBuonoruyeckas YHCTOTa» MPOBOAMTCA TNPOU3BOJHUTENIEM MOpPH BBIMYCKE MEPHOANYECKH
(c unTepBanom ofiHO McrbITaHKe Ha 20 cepuii win He MeHee | pasa B rog). Ilokasatens MoxkeT ObITh He BkmoueH B Ceprudukar

aHanusa GpupmMsl.

API name (INN) / A®C (MHH):

API manufacturer batch number /

Howmep cepun nponspoautess ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTannuu npouspoantesa I'JID:
API Manufactured by & country /
Hpouszsogutear A®C, crpaHa:

Nimesulide / Humecynug

NMS/14080508, NMS/14080510

FERA00484,FERA00485

Aarti Drugs Ltd., India /
Aaptu Npar3 JIta., Maaua

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product conforms to ND /
Ilpumeuanune: [Tpoaykr cooTsercTBYeT TpeboBaHHaM HJ{

Prepared by /[Toarogosnero: | Checked by / IlposepeHo: Approved by: Manager / Executive /

Pravesh Rana | Santosh Kumar Maurya@( Onobpeno: Menemkep / PykoBogurens
" - Amit Kumar /X(“y

Reprint Date / Reprint Date / Reprint Date / ;

Jara: 18.10.2024 Jarta: 18.10.2024 Jarta: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Faxv: +91 40 4900 2999, Email: mail@direddys com

CIN: L 85195AP1984PLCOCASCY
www.drreddys.com




