Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Page 1 0of 4/ Ctp. 1 u3 4

Product Nise tablets 100 mg

IpoaykTt Haiiz®, tabnerku 100 mr

Batch No / : V2402299 Batch Quantity / 1 5000000 tablets /
Cepus Ne O6nem cepun 5000000 rabnerox
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
AHaanTnyeckHii otder No JlaTta aHaau3a

Date of Manufacture / 1 10/2024 Date of Expiry / 1 09/2027

JlaTta npoussoacTBa I'oaeH g0 (BKJ)

28.09.2022)

Analysis performed according to ND / Ananns nposeaen no HJI: TT1 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 oT

=4

N Test / IloxazaTenan Result/ Pesyabrars

1 |Description/ Onucanue

Complies / CooTrBeTcTByET

_Specification / Hopma

C FMaaKoM NMOBEPXHOCTEIO.

Yellowish white round biconvex tablets with
smooth surface. / DBelible ¢ eaToBaThbIM
OTTEHKOM KpPYTJIbIE JBOSIKOBBINYKIbIE Ta0NETKH

2 Identification /
IMoaannHocTsh

Complies / CooTBeTcTBYET

chromatogram of test solution

«KonnuectBeHHoe onpeneneHue»)

The retention time of principal peak in the
should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepxuBaHHs OCHOBHOTO

MUKa Ha  XpOMaTorpamMme  HCHBITYEMOro
pacTBOpa JOJKHO COOTBETCTBOBATH BPEMEHH
YAEPKHUBAHUA OCHOBHOTO nuKa Ha
XpoMarorpaMMe  pacTBOopa  CTAHIApTHOTO
obpasua HUMeCYNUIa (paznen

3 | Average weight and mass ~ 308.7 mg /308.7 mr
uniformity / Cpeausisi macca

H UAHUPUAHUUTL b MALCbI

Complies / CooTneteTnyer

310 mg £5.0 % /310 Mr £ 5,0 %

18/20 tablets NMT + 5 9%,/
18/20 TabneTok — He bonee + 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / PactBopenue

97 %, 97%, 99%, 99%, 99%, 100%,

C13H2N205S nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot

Not less than 75 % (Q) of labeled amount of

| HomuHanbHOro comepxkanus Ci3H2N20sS

Remarks : The Product conforms to ND /
IIpumeuyanue: [IpofyKT cOOTBETCTBYET TpeboraHusaM HJJ

Conclusion : APPROVED /
3aknwuenne: OJIOGPEHO

Prepared by / Checked by /
ITonrotoneHo: Santosh IIposepeno: Pawan Kumar
Kumar Maurya

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosonutens

Amit Kumar N

Reprint Date / Reprint Date /

Hara: 14.11.2024 Hara: 14.11.2024

Reprint Date /
Harta: 14.11.2024

Rapictepoad
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

Product : Nise tablets 100 mg
Ilpoayxr : Haii3®, Tabnerxku 100 mr
Batch No / 1 V2402299 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
ABaJHTHUYECKHI oT4eT Ne JlaTa ananu3za
Date of Manufacture / : 10/2024 Date of Expiry / : 0972027
JlaTa npou3BoOACTEA TI'ogen a0 (Bk)
Analysis performed according to ND / Anaau3 nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne ' Test / lokaszaTennb Result/ PesyabTarsl Specification / Hg;{wgaﬁ B
(nuMecynnn) uepes 45 MHH. '

|
|
5 | Water / Boaa 3.6% ‘Not more than 6.0 % w/w / He 6onee 6,0 %
|
|

6 | Related substances / PozICTBequi;le npuMecH

Impurity A / [Ipumecs A Below LOD (LOD = 0.0019 %) / 'NMT 0.20 % / He Gonee 0,20 %
Huxe npenena obHapyxenus (I1O =
[0.0019 %) |
Impurity B / IIpumecs B 0.02% | NMT 0.20 % / He 6onee 0,20 %

Not detected / He obHapy»xeHa |

Impurity C / IIpumecs C | NMT 0.20 % / He Gouee 0,20 %
Below LOD (LOD = 0.0049 %) /

Impurity D / ITpuMecs D Huke nipesena oGuapyxenns (I10 = | NMT 0.20 % / He 6onee 0,20 %
0.0049 %)

Impurity E / ITpumecs E Not detected / ne obrapyxena NMT 0.20 % / He 6onee 0,20 %

Impurity F / ITpumecs F Not detected / ne obuapyxera NMT 0.20 % / He 6onee 0,20 %

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

. . 0.02%

impurity / Ennauunas |

HeuaeHTHULMpyeMas |

npuMech

Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipogykr coorBeTcTBYeT TpeboBaHussmM HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxarorosneno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTens
Kumar Maurya %2 Amit Kumar L

L /\ s :' —

Reprint Date / Reprint Date / Reprint Date / 8
Hata: 14.11.2024 Hata: 14.11.2024 Hara: 14.11.2024




Dr.Reddy’s Qf-’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page3 of4/ Crp.3 u3 4

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2402299 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 Tabmetox
Analytical Report No / : 890001772679 Date of Analysis / ¢ 14.11.2024
AHaJuTHYeCKHIi oTyeT No Jara ananusa
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JlaTa npon3BoacTBa Togen go (BKI)
Analysis performed according to ND / Anasnu3 nposeaen o HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

No Test / IloxazaTean _R,?S!!,l,t, 7/f!’fer3y.11|>'ra}ur | _ Specification / Hopma
npumecel
7 | Uniformity of do_sage units / 3.6 Acceptance value (AV) should be not more
OaHOpOAHOCTL AO3HPOBAHUS than 15.0 / IToka3zaTens npuemaemMoctH (AV)
| aomxeH ObITh He Oonee 15,0

8 | Microbial limits* / MukpoGuojiornyecxkas yucrora*

| a) Total aerobic microbial NA | Not more than 1000 CFU/g /

count / Obuiee 4yHCIO He Gonee 1000 KOE/r

a3pOBHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g / -

mould count / Obwee yucio He Gonee 100 KOE/r

JIPOMOKEBBIX U MJIECHEBBIX

rpuboB

¢) E. coli NA Shall be absent in 1g / -

JIO/DKHBI OTCYTCTBOBATE B 1 T

9 | Assay/ KoanuecreeHHoe 98.2 mg/98.2 mr |Not less than 90.0 mg and not more than

onpeaejieHue 110.0 mg Cj3H»N>058 Wimesulide in tablel /

Or 900mr gmo 110,0mr C3H|2N20sS
| (HuMecynmun) B TabneTke

10 |Package/ Ynakoska | 10 tablets in PVC/aluminum blister. 3|10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Ttabnerox s|carton. / Ilo 10 Tabnerox B [IBX /
[MBX/amomuunesom 6nucrepe. IMo 3 | amomunuesoM Gmuctepe. o 1, 2, 3 wmu 10
GnucTepa BMECTE C MHCTPYKLIMEH 1o | OJIHCTEPOB  BMECTE C  WHCTPYKLHMEH — TIO
NPUMEHEHHIO B MaYKy KAPTOHHYIO. TIPUMEHEHHUIO B NAUKY KapTOHHYIO.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanwue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosineHo: Santos_l)_/ﬁ_ IIpoBepeno: Pawan Kumar Onobpeno: Menemxep / PyK&E(_)L[HTCJ‘IB
Kumar Maurya L?/_ ? Amit Kumar jr\(, I
Reprint Date / Reprint Date / Reprint Date / !

Hara: 14.11.2024 Hata: 14.11.2024 Hara: 14.11.2024

had - 500034, Telangana, indin

smail@drreddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Page4 of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
Ipoaykr  : Haiis®, rabneTku 100 mr
Batch No / 1 V2402299 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 tabneTok
Analytical Report No / : 890001772679 Date of Analysis / : 14.11.2024
AnajJuTHuyecKnii oTuet Ne JlaTa ananu3a
Date of Manufacture / : 10/2024 Date of Expiry / : 09/2027
JaTa npon3BOACTBA T'oaen no (BKIT)
Analysis performed according to ND / Ananus nposegen mo H/: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)
I Ne Test / IlokazaTens . Result / PesyabTaTh! - ~ Specification / Hopma
| 11 |Labeling/ MapkupoBka Complies as prescribed / According to ND /

| CootBeTcTBYET TpeOOBAHUAM

B cootsercTBun ¢ HJL

12 |Storage conditions /
| XpaHeHHe

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

| Store protected from light below 25°C / B s3amumenHom OT cBeTa Mecte npld_

| Temnepartype He Bbine 25°C

lf 13 | Shelf life / Cpok roasocT ?3 years / 3 roga

year). The test can be absent in the Certificate of Analysis.

* Apanuz no rnokasaTeno «MuKpoOGHonorudeckas 4YHUCTOTa» NPOBOAWTCA NPOU3BOJMTENIEM MPH BBHIMYCKE TMEPHOAHUYECKH
(c MHTepBaNOM OJHO HcTbITaHHe Ha 20 cepuil MM He MeHee 1 pasa B ron). ITokasatens MosxeT 6bITh He Bkmo4eH B CepTrdukar

aHanu3a PHpMBI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npou3zsoguTeas ADC:

NMS/14090582, NMS/14080534

FP Manufacturer API Batch number /
Howmep cepun cyOCTAHIHH MPOH3BOJUTEJIS TJIdD:

FERAO00551, FERA00529

API Manufactured by & country/
IIpouspoguresib ADC, crpana:

Aarti Drugs Ltd., India /
Aapru [lpars JIta., Munus

Remarks : The Product conforms to ND /
Hpumeyanne: [Tpoaykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
TToarorosneHo: Santosh
Kumar Maurya ‘

Checked by /
[TpoBepeno: Pawan Kumar

e

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBogureb

Amit Kumar .
N —

Reprint Date /
Jara: 14.11.2024

Reprint Date / ’

Hara: 14.11.2024

Reprint Date /
Hata: 14.11.2024




