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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khof, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.copage lof3/Crp.1u33

Product Nise tablets 100 mg
IIpoaykr Haii3®, Tabnerkn 100 mr
Batch No / 1 V2200834 Batch Quantity / : 25,00,000 tablets /
Cepns Ne O0bem cepun 25,00,000 Tabnerox
Analytical Report No / : 040001570545 Date of Analysis / : 17.05.2022
AHAJUTHYECKHH oTUeT No Jara aHaaunza
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa ipou3BOACTBA T'ogen po (BKUT)
Analysis performed according to ND / Auanu3s nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne

Test / IlokazaTear |

1

Description / Onucanue

Result /_Pe3__v.1;>'ra'rbl_

Specification / Hopma

Complies / CooTBeTCTBYET

Complies / CooTBeTcTBYeT

309.4 mg/309.4 Mr.

Complies / CooTBeTcTBYET

| The retention time of principal peak in the

Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ KeNTOBATHIM
OTTEHKOM KPYTJIbIe ABOSKOBBITYKIIbIE TableTku
C TJIaIKOM TIOBEPXHOCTEIO.

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»xuBaHus OCHOBHOTO

MHKa HAa XpOMaTorpaMMe  HCIIBITYEMOro
pacTBOpa MOJDKHO COOTBETCTBOBaTh BPEMEHH
YIEPKUBAHUS OCHOBHOTO TTHKa Ha
XpOMATOrpaMMe  pacTBOpa  CTAHAApTHOTO
| obpasua HUMECYNHUIa (paznen

«KonnuecTBeHHOE OMpeneneHue»)

310mg + 5.0 % /310 Mmr+ 5,0 %

18/20 tablets —NMT £ 5 % /
18/20 tabnetok — He G6onee = 5 %

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

198 %, 99 %, 99%, 99%, 101%, 98%

Not less than 75 % (Q) of labeled amount of
C13H2N-OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHUHansHOTO cogepxauus C3H;2N-OsS
(Humecynua) yepes 45 MHUH.

2 |Identification /
IMognuuHOCTD
3 |Average weight and mass
uniformity / Cpeansis Macca
¥ OAHOPOIHOCTH MACCHI
4 |Dissolution / PacTtBOpenne
| 5 | Water /Boaa

23%

Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
IIpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Jara: 17.05.2022

Jara: 17.05.2022

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: ITposepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar ﬁ | Manoj Kumar {7

- — (ngiss? s
Print Date / Print Date / Print Date /

Hata 17.05.2022
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Product : Nise tablets 100 mg

Hpoaykr : Haiz®, tabnerxu 100 mr

Batch No / : V2200834 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6nbemM cepun 25,00,000 Tabnerok
Analytical Report No / : 040001570545 Date of Analysis / : 17.05.2022
Ananurnyeckuii oruer Ne Jarta anaansza

Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

JaTa npou3BoAcTBA T'ogen a0 (BKIT)

Analysis performed according to ND / Ananu3s nposegen no HJI; [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / TlokazaTesnb | Result / PesyabTatnl

Page20of 3 /Crp.2u3 3

| Specification / Hopma

6 | Related substances / PoacTBenHbIC IpHMecH

fmipuritypo/ M puttectes Less than LOQ (LOQ: 0.0057%)

|
Impurity B / ITpumecs B 0.03%

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

NMT 1.5 % / He 6onee 1,5 %

Impurity C/ INpumecs C Not Detected
Impurity D / Tlpumecs D Not Detected
[mpurity E / Ilpumecs E Less than LOQ (LOQ: 0.0186%)
Impurity F / TIpumecs F Less than LOQ (LOQ: 0.0136%)
Any upknown individual 0.03%
impurity / Equnuunas
HeUAEHTHOHLIHpYyemast
NpUMeECh
Total impurities / Cymma 0.06%
npumeceit

7 | Uniformity of dosage units / ' 1.2

OHHOPOJ.IHOCTL AO3UPpOBaHUs

JnomkeH ObITh He Gosiee 15,0

8 Microbial limits / MukpoGuonornueckasi Y4ucTora

a) Total aerobic microbial Less than 10 CFU/g /
count / Obruee yucno Menee 10 KOE/r
a3pOOHBIX MHUKPOOPTraHW3MOB

Acceptance value (AV) should be not more
than 15.0 / [Tokasatens npueMiemoctH (AV)

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /

ITpumeyanue: IIponykt coorBercTBYeT TpeGoBanusm HJT 3axawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IloaroroBneHo: [Iporepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoauTes

Pardeep Kumar 1 ~—4 Manoj Kumar )
= @J—”/‘\/— trel_s

Print Nate / Print Date / Print Date /

Hata: 17.05.2022 Hara: 17.05.2022 Hata 17.05.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories iLtd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.coiyage 30f3/Crp.3usz3
Product Nise tablets 100 mg
Mpogykr Haii3®, Tabnerxu 100 mr
Batch No / : V2200834 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6BeM cepun 25,00,000 tabnetok
Analytical Report No / : 040001570545 Date of Analysis / : 17.05.2022
AHaguTHyeckuii oruer Ne Jara aHanu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jata npon3BoacTsa T'ogen 10 (BKJI)
Analysis performed according to ND / Anasnu3s npoeenen no H/I: T 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)
Ne Test / Tloka3zaTean Result / PesyabTaTsl _____ Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6iee uucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOROKEBBIX U IJIECHEBBIX
rpuboB
c) E. coli Absent / Shall be absent in 1g/
OrtcyTcTByeT JlomkHBl OTCYTCTBOBaTE B 1 T
9 | Assay/ KonuuecrBenHnoe 98.6mg/ 98.6mr Not less than 90.0 mg and not more than
onpeaesieHne 110.0 mg C;3H;2N20sS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr C;3H;2N.OsS
(Humecynun) B TabneTke
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
in a carton. / TIo 10 Tabnerox B|carton. / Ilo 10 Tabnetox B TIIBX /
[MBX/anromunuer om 6nucrepe. o 2 | anomuunesom 6nucrepe. Io 1, 2, 3 unu 10
OnucTepa BMecTe ¢ MHCTpyKLHel No | GIMCTEpOB  BMECTE ¢ HHCTpYKUWeH 1o
NPUMEHEHHIO B NMAYKy KAPTOHHYIO. | IPUMEHEHHIO B AYKY KapTOHHYIO. '
11 |Labeling/ 1\7Ia_p1cnpom<a Complies as prescribed / I} According to ND /
CoorsercTByeT TpeGoBaHHUAM B cooteercrBuu ¢ HJ|
12 | Storage conditions / |Store protected from light below 25°C / B 3alMILEHHOM OT CBETa MecTe npu
XpaHeHue Temmeparype He Boiiie 25°C
13 | Shelf life / Cpox roanoctu |3 years /3 roga -

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

ITpumeuanue: IIpoaykt coorBeTcTBYET Tpebosanuam HJT 3axmwuenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: ITposepeno: Himesh Kumar

Pardeep Kumar E ] 5

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBoauTens
Manoj Kumar 7

J)}M}

Print Date /
Hara 17.05.2022

Print Date /
Hara: 17.05.2022

Print Date /
Jara: 17.05.2022
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