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CERTIFICATE OF ANALYSIS

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 / uzm. Ne 3 ot

CEPTHOUKAT AHAJIU3A
Page1of4/ Crp. 1 uz 4
Product Nise tablets 100 mg
IMpoaykT Haiiz®, tabnetku 100 mr
Batch No / 1 V2402277 Batch Quantity / : 5000000 tablets /
| Cepus Ne - Oo6nem cepuu 5000000 Ta6ne'r21<_ 1l
Analytical Report No / : 040002774050 Date of Analysis / : 29.12.2024
ApamuTudecknii oTueT Ne Harta ananu3za
Date of Manufacture / 112/2024 Date of Expiry / : 1172027
JaTa npou3BoacTBA T'ogen no (BKJI)
Analysis performed according to ND / Ananns nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.

|28.09.2022)
Ne | Test / [lokazaTeanb Result / Pesyasratst ~__ Specification/ Hopma -
1 Description / Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ K€ITOBATBIM OTTEHKOM
KPYTJIble IBOSIKOBBIMYKIbIE TaONETKH C TIanKon
[IOBEPXHOCTHEO.
2 Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HoanuHHOCTH chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
f BpeMs  ynepxKuBaHHs OCHOBHOrO MMKa Ha
XpOMATOrpaMMe HCIBITYEMOFO pacTBOpa AOHKHO
COOTBETCTBOBATH BpEeMeHHU YAEPKUBAHHS
| OCHOBHOIO [MMHKa Ha XpOMaTorpamMe pacTBopa
craHgapTHoro ofpasua Humecynupa (pasgen |
«KonruecTBeHHOE ONpeaeIeHHE)
3 Average weight and mass 310.8 mg/310.8 mMr 310 mg£5.0% /310 mMr+5,0%
‘;‘;‘:3: I:l(:ilioc D oer Complies / CooTBeTCTBYET 18/20 tablets —NMT £ 5 % /
[ POAHOCT 18/20 tabnetok — He Gonee = 5 %
Macchl
2/20 tablets — NMT + 10 % /
| | 2/20 tabnetok — He 6onee = 10 %
| 4 |Dissolution / Pactsopenue |99 %, 97 %, 98 %, 99 %, 99 %, 99 % | Not less than 75 % (Q) of labeled amount of

C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAIBHOTO
comepxanus C3H;pN20OsS (Humecynnn) uepes 45
MMH.

Remarks : The Product conforms to ND /
Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusaM H]I

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /IlogrorosneHo:
Santosh Kumar Maurya

2

Checked by / ITposepeHo:
Pardeep Kumar

\'l‘h‘{l—-—""':‘"ﬁ

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoautens
Amit Kumar /\ -

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Hara; 29.12.2024

Reprint Date / '
Jara: 29.12.2024

Registered Office: 8-2-337, Road No
04000 2900, F

Tel: +91

A

3, Banjara Hills, Hyderanad - 500034, Telangana, India
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CEPTUOHIKAT AHAJIM3A
Page2of4/ Crp. 2 uz 4

Product Nise tablets 100 mg
IMpoxyxr Haii3®, tabnerku 100 Mr
Batch No / 1 V2402277 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepii 5000000 TabneTok
Analytical Report No / : 040002774050 Date of Analysis / 1 29.12.2024
AHAJTMTHYECKHI oTUeT No Jlara aHanu3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2027
JlaTa npoH3BOACTBA I'oaeH ao (Br)

28.09.2022)

Analysis performed according to ND / Auaau3s 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

N | Test / IlokazaTenn
5 | Water/ Boaa

2.6 %

6 | Related substances / PoacTeennbie npumech

Result / PesyabTaTbi

Specification / Hopma

|No'[ more than 6.0 % w/w / He Gonee 6,0 %

“Impurity A/ pumecs A

Impurity B / ITpumece B
Impurity C / Ilpumecs C
Impurity D / ITpumecs D
Impurity E / Tlpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / EnuHuyHas
HenaeHTHUUMpYeMas
npuMech

Total impurities / Cymma
TpUMecen

0.01%

0.03%
Not detected / He o6HapyKkeHa
Not detected / ne obHapyskeHa
Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6o1nee 0,20 %

/ OaHOpOAHOCTD
JI03HPOBAHUSA

7 | Uniformity of dosage units .

0.02% NMT 0.20 % / He 6onee 0,20 %
0.05 % NMT 1.5 % / He 6onee 1,5 %
- 2.4 Acceptance value (AV) should be not more than ]

— e 1
8 | Microbial limits* / Mukxpo6uosoruyeckas YHcTOTA*

15.0 / ITokazarens npuemineMocTd (AV) noskeH
OnITE He Oonee 15,0

Remarks

: The Product conforms to ND /
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeOoBanusm HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /Iloarorosnexo:
Santosh Kumar Maurya

d
L

Checked by / ITposepeHo:
Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Meunemxep / Pykosoauteinn

Reprint Date /

Harta: 29.12.2024

Reprint Date /
Jata: 29.12.2024

Amit Kumar \ L
Reprint Date / '

Jlara: 29.12.2024

Registered Office: 8-2-337
) 2Ci

S22
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CIN:

, Road No. 2, Banjara Hills, lyderabad - 500034, Telangana, India
+G1.0 4900 2996 Ernail: maii@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page3of4/ Crp. 3 uz 4

Product Nise tablets 100 mg
| HpoaykT Haiiz®, tabnerku 100 mr
Batch No / 1 'V2402277 Batch Quantity / : 5000000 tablets /
| Cepust Ne Oo0bem cepun 5000000 Tabnerok
Analytical Report No / : 040002774050 Date of Analysis / : 29.12.2024
AHanuTHYeCKHii oTueT No JlaTa ananusa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npoH3BOACTBA TI'onen xo (BKJT)

Analysis performed according to ND / Anaaus nposexen mo HJI: [1 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 or

28.09.2022)
N | Test / Hokasatens Result / PesyabTaTht ,,,,7,,. ~ Specification / Hopma -
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1uee 4ucIo He 6onee 1000 KOE/r
a3po6HbIX
MHKpPOOPTaHH3MOB
b) Total combined yeasts NA Not more than 100 CFU/g / =
and mould count / O6wuee He 60mnee 100 KOE/r
YUCIIO APOMIKEBBIX U
IIECHEBBIX rprboB
¢) E. coli NA Shall be absent in 1g / -
JIOJKHBI OTCYTCTBOBATH B 1 T
9 | Assay/ KonunuecTBeHHoe 100.0 mg/ 100.0 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaejieHue C13H2N20sS  Nimesulide in tablet /
01 90,0 mr o 110,0 mr C13H12N205S (Humecyanm)

B TabneTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

10 | Package / Ynaxopka | 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / o 10 Tta6nerox B|Ilo 10 Ta6nerok B [IBX / anioMuHHeBOM OIHCTEpE.
| [IBX/amoMHHHEBOM 6auctepe. [To 2 ITo 1, 2, 3 wm 10 OGnucrepoB BMecTe ¢
OAKMCTEpA BMECTE C MHCTPYKLMEH 10 | HHCTPYKLMEH 1O  TPUMEHEHHK) B MauKy
| MPUMEHEHHUIO B [TaYKy KapTOHHYIO. | KAPTOHHYIO.
|11 [Taheling/ Mapkuporka | Complies as prescribed / According to ND /
| CootBeTcTBYeET TPEOOBaHUAM B coorsercreuu ¢ HJI
12 Storage conditions / o Store protected from light below 25°C / B 3aumumieHHoM OT CBETa MECTE IPH TeMIepatype

Remarks : The Product conforms to ND /
Hpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /IloarotosieHo:
Santosh Kumar Maurya

%9

Checked by / IIposepeHo:
Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonutens
Amit Kumar

N

Reprint Date /
Jata: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jata: 29.12.2024

v

Registered Qffice:
4871

Fal:

2-7-337 2

2z
7 4900 290G, |
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A
Page4of4/ Crp. 4 u3 4
Product : Nise tablets 100 mg
|[Opoaykr _: Haii3®, tabnerku 100 mr
Batch No / : V2402277 Batch Quantity / : 5000000 tablets /
|Cepus Ne |O6Bem cepitu 5000000 Tabnerox B
Amnalytical Report No / : 040002774050 Date of Analysis / 1 29.12.2024 N
AHAJIUTHYECKHIT oTUeT No JlaTa aHasnu3a
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2027
JlaTa npoH3BOACTBA TI'oaen po (BKJI)

Analysis performed according to ND / Ananus npoeegen o HJ/I: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 / uzam. Ne 3 ot
28.09.2022)

N Test / IlokasaTennb Result / PesyabraThi §pﬁeciﬁ§atﬁion / Hopma

|XpaHeHue | He BIWE 25°C

13 | Shelf life / Cpok 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.

* AHamM3 1o Tokasatemo «Mukpobuonorudeckas 4MCTOTa» IIPOBOJAMTCS TMPOM3BOAMTENIEM MPH BBIMYCKE MNEPHOIHYECKH
(¢ MHTEpBAIOM OJHO HcTbITaHUe Ha 20 cepuil Wik He MeHee 1 pasa B ro). ITokasarenb MOXeT ObITh He BKMO4eH B Ceprudmkar
aHaau3a (PHPMBbI.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14100701, NMS/14100705
Homep cepuu npouspoautenss A®C:

FP Manufacturer API Batch number /

FERA00633, FERA00634
Homep cepnu cybecTaHiun npouspoautes I'JIdD: -
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoaurear A®C, cTpaHa: Aapru Hpars JIta., Unaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTBETCTBYET TpeboBanuaM H/ 3axmouenne: OJOBPEHO
Prepared by /TIloarotosneno: | Checked by / [Iposepeno: Approved by: Manager / Executive /
Santosh Kumar Maurya Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
% Qﬁ/’ Amit Kumar \ o
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 29.12.2024 Hara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-337,

Fel: #6140 19

3, Banjara Hills, Myderabad - 500034, Tefangana, India
91474900 2998, Ernail: maii@drreddyc.com
JBLEC 507




