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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page1of4/Crp.1 uz 4

Product : Nise tablets 100 mg

Iponykr @ Haiia®, rabnetku 100 mr

Batch No / 1 V2302025 Batch Quantity / : 5000000 tablets /
Cepus No O6nem cepun 5000000Tabnetok
Analytical Report No / : 040002216996 Date of Analysis / : 16.10.2023
AHanuTHYecKHii oTueT Ne Jara ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

JdaTta npou3sBoACTEA T'omen g0 (BK.)

Analysis performed according to ND / Auanus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
EA. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IloxasaTess __ Result/ PesynbTatel ~ Specification / Hopma
1 |Description/ Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
I smooth surface. / bensle ¢ XeNTOBATEIM OTTEHKOM

KpYriabl€ ABOAKOBBIITYKIIBIE TabJIETKU ¢ TIafKoM

MOBEPXHOCTBIO.
2 |Identification / [ Complies / CoOTBETCTBYET The retention time of principal peak in the
IMoanuHHOCTH chromatogram of test solution should correspond

| to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemsi ynepKHMBaHHA OCHOBHOTO MHKa Ha
XpOMAaTorpaMme HCIBITYEMOrO PacTBOPa AOJKHO
COOTBETCTBOBATh BpPEMEHH  YAEPXXKHBaHUS ‘
OCHOBHOIO MHKA HA XPOMATorpamMMe pacTBOpa |
craHmapTHOro of6pasua Humecynuna (pasnen
«KonnuecTBeHHOE OnpeneNeHye»)

3 | Average weight and mass 311.6 mg/311.6 mr 310mg+5.0%/310mMr=5,0%
Zr::f(:{l;’m:)ty*l/off:glwlllas:cs;xacca Complies / CooTBETCTBYET 18/20 tablets —NMT + 5 %/
AHOPOA 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets —- NMT + 10 %/
2/20 tabnerok — He 6oyree + 10 %

4 |Dissolution / PacTBopeHue 96 %, 96 %, 98 %, 98 %, 98 %, 97 % | Not less than 75 % (Q) of labeled amount of
C13H,2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHAEHOTO
conepxannsa Ci3H2N>OsS (Humecysnn) yepes

|45 MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [IpoaykT cooTBeTcTRYET TpedoBayusam HJL 3axmouenue: QJOSPEHO
Prepared by / Checkedby/  &¥ ™ __ Approved by: Manager / Executive /
[TomroroBieHo: ama\:}ﬁg ITpoeepeHo: Santosh Kumar Onobpeno: Menemxep / Py OBOZHTEb
it Maurya Amit Kumar Nt
Reprint Date / Reprint Date / Reprint Date / '
JHara: 11.01.2024 Hara: 11.01.2024 Iara; 11.01.2024
Registared Office: @-2-327, Read Mo }, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTHOUKAT AHAJIM3A
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Product Nise tablets 100 mg
IpoaykTt Haii3®, Tabnerku 100 mr
Batch No / 1 V2302025 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000Tabnerok
Analytical Report No / : 040002216996 Date of Analysis / : 16.10.2023
AHajuTHYECKHil oTyeT N2 Jdara ananunza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa nponsBoAcTBa I'open po (BKJ)
Analysis performed according to ND / Ananus nposeaen mo 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
28.09.2022)
Ne Test / Tloka3aTenn T Result / PesyasTaTni I Specification / Hopma
5 Water / Boaa | 2.9% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoxcTeennbie MpHUMeCcH
Impurity A / ITpumecs A 0.02% NMT 0.20 % / He 6onee 0,20 %
| Impurity B / Ilpumecs B Below LOQ (LOQ =0.0084 %)/ | NMT 0.20 % / He 6onee 0,20 %
Huxe npeznena koMM4ecTBEHHOTO
onpenenenus (ITKO = 0.0084 %)
Impurity C / IIpumecs C Not detected / e 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not detected / He obHapyxkeHa NMT 0.20 % / He 6onee 0,20 %
. Below LOD (LOD = 0.0062 %) /
Impurity E / [Ipumecs E Hinxe npenena o6uapyxenus (I10 = NMT 0.20 % / He 6onee 0,20 %
0.0062%)
Impurity F / IIpumecs F Not detected / He 06Hapy»eHa NMT 0.20 % / He 6ousiee 0,20 %
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuyYHasg 0.03%
HenaeHTHPULHpYyemas
MpHMeECh
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoayxr coorseTcTBYET TpeboBanusam HII

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by / [~
[Tonrorosneno: Ramakant
rr-{w{k‘» Maurya

IIposepeno: Santosh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosonutens
Amit Kumar N

Reprint Date /
Hara: 11.01.2024

Reprint Date /
Hata: 11.01.2024

Reprint Date / '
Hata: 11.01.2024

Registered Offica: $-2-237, Road Mo

Tol, +81 4G 4900 2900,

3, Banjara Hdls, Hyderabad - £00034, Telangana, India
woe 1 20 4900 2899, Email: mail@drreddys.com
CIMN: LS5355AP1884PLC004507

v drreddys com
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CEPTUOUKAT AHAJIU3A

Page3 o0f4/Crp.3 uz 4

Product Nise tablets 100 mg

Ipoaykrt Haiiz®, Tabnerku 100 mr

Batch No / 1 V2302025 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000tabnerok
Analytical Report No / : 040002216996 Date of Analysis / : 16.10.2023
AHandTHYeCKHi oTyeT Ne JlaTa ananu3za

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

Jarta npou3soacTsa TI'onen xo (BKJI)

Analysis performed according to ND / Ananus 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

28.09.2022)
Ne Test / ITokasaTens Result / PesyabTaTsl __Specification / Hopma
npuMecei
7 | Uniformity of dosage units / 1.6 Acceptance value (AV) should be not more than
OAHOpPOAHOCTL A03HPOBAHUSA 15.0 / TTokazarens npHemieMoctd (AV) nomkeH
6uiTh He Gontee 15,0
8 |Microbial limits* / Mukpo6uonoruueckasi Hucrora* -

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1iee YHCIIO He 6onee 1000 KOE/r
a3p0OHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O61tee uncno He 6onee 100 KOE/r
IPOM¥OKEBBIX H MJIECHEBBIX

rpubos [

¢) E. coli NA Shall be absent in 1g /

JoJDKHEL OTCYTCTBOBaTh B 1 T

9 | Assay/ KonudecrBeHHoe
onpejeneHue

100.3 mg / 100.3 mr

Not less than 90.0 mg and not more than 110.0 mg
C;3HaN-OsS  Nimesulide in tablet /
Or 90,0mMr go 110,0mMr Ci3H;2N2OsS
(HuMecynun) B Tabnetke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 rTabnerok B
IBX/amomunreBoM bauctepe. Io 2
bnucTepa BMecTe ¢ MHCTPYKIHEH 10
NPUMEHEHHIO B [TAYKY KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerok B TIBX / altOMHHHEBOM
6aucrepe. ITo 1, 2, 3 wnu 10 6:mcTepoB BMecTe €
MHCTPYKUMEH MO0 DNPHUMEHEHHIO B  Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND /
IIpnmevanne: [Iponykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwuyenune: OJJOBPEHO

Hata: 11.01.2024

Hata: 11.01.2024

Hata: 11.01.2024

Prepared by / Checked by / @/A_ Approved by: Manager / Executive /
[ToaroToBieHo: Rﬁnakanf_ [IpoeepeHo: Santosh Kumar Onobpeno: Menemxkep / Pykosoaurens

Ad_ | Maurya Amit Kumar At
Reprint Date / ‘ Reprint Date / Reprint Date / !

Registerea Offico: §
+S1ag 4
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page40f4/Crp.4 uz 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabaerku 100 mr
Batch No / 1 V2302025 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000Tabnetox
Analytical Report No / : 040002216996 Date of Analysis / : 16.10.2023
AHAaTHTHYeCKHH oTueT No Jarta ananuza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npousBoacTBa Toxen no (BKII)
Analysis performed according to ND / Ananu3 nposegen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / n3m. Ne 3 ot
28.09.2022)

According to ND /

Complies as prescribed /
B coorBercreuu ¢ HI{

CoorBeTcTBYeET TpeOOBaHUAM

11 |Labeling / MapkupoBka

[ 12

Storage conditions /
Xpanenne

Store protected from light below 25°C / B 3amummeHHoM OT CBeTa MeCTe MpH
TeMmepaType He Boiue 25°C

13 | Shelf life / Cpok rognocTH 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.
* AHanuz M0 MNoxaszaTemo «MUKPOGHOJOrHYECKasi YHUCTOTa» IPOBOAUTCA MPOM3BOAMTENEM IPH BBIIYCKE MNEPHOAHYECKH
(c uHTepBaNOM OIHO McTIbITaHUe Ha 20 cepHil WK He MeHee 1 pasa B rox). Ilokasatens MoxeT ObITh He BKodeH B CepTrduKat

aHanu3a QHpMEL

API name (INN) / A®C (MHH):

API manufacturer batch number /

Howmep cepun nponssogutesas ADC:

FP Manufacturer API Batch number /

Homep cepun cyocTannmu npoussoantens I'JIdD:
API Manufactured by & country /
IIpounssoaurenr ADC, cTpaHa:

Nimesulide / Humecynug
MS-1A-233002-M1, MS-1A-233002-M2, MS-1A-
233004-M1

FEQA00387, FEQA00469, FEQA00470

Mangalam Drugs and Organics Ltd, India /
Maunranam Jpars s Oprasukc JItn, Maaus

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Remarks : The Product conforms to ND /
ITpumeuanmne: [IpoaykTt cooTBeTcTBYET TpeboBanusam HJI

Prepared by / Checked by /  [U
Ioxrorosneno: Ramakant , | INposepeno: Sanfosh Kumar
?NMKLL Maurya

Approved by: Manager / Executive /
Opobpeno: Menemxep / nycog’,u*renb
Amit Kumar e

Reprint Date /
Hara: 11.01.2024

Reprint Date /
Hara: 11.01.2024

Reprint Date /
Hata: 11.01.2024

Registerea Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.ccm



