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’i’roduct Nise tablets 100 mg

IlpogykTt Haiiz®, tabnerku 100 mr

Batch No / : V2201124 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6beM cepun 25,00,000 tabnerox
Analytical Report No / : 040001587515 Date of Analysis / : 17.06.2022
AHanuTuueckHii oryer Ne JaTta aHaan3a

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

JaTta npoussoacTea T'open xo (Bx)

Analysis performed according to ND / Ananus nposeaen no H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020)

No Test / HokazaTesan

Result / PesyabTaTsl

1 | Description / Onucanue

Complies / CooTBeTcTBYET

] Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / bBenbie ¢ >XeATOBATHIM
OTTEHKOM KpYTJIble IBOSKOBLINYKJIbIE TabIeTKu
| ¢ rmanKoi MOBEpXHOCTHIO.

2 Identification /
MMoaauHHOCTEL

3 | Average weight and mass
uniformity / Cpeanss macca
H OJHOPOXHOCTh MacChl

Complies / CootsercrByer

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

nUKa Ha  XpPOMAaToOrpaMMe  MCUBITYEMOro
pacTBopa AOJDKHO COOTBETCTBOBATH BPEMEHH
yInepKUBaAHUS OCHOBHOTO nMKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHOAPTHOTO
obpazua HUMecyuaa (pazmen

«KonuyecTreHHOE OMnpeneieHre»)

310.0 mg/310.0 Mr

Complies / CooTBeTcTBYET

310mg+5.0%/310 Mr £ 5,0%

18/20 tablets — NMT £ 5 % /
18/20 tabnerok — He 6onee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnetox — He Gosee = 10 %

4 | Dissolution / PacTBopenue

99%, 98 %, 98%, 97%, 98%, 98%

Not less than 75 % (Q) of labeled amount of
Ci13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT
HOMMBanbHOro cogepxanus Ci3HpoN2OsS
(HuMecynun) yepes 45 MuH.

5 Water / Boaa

31 %

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

Remarks : The Product conforms to ND

/

Conclusion : APPROVED /

Hpnmeyanne: IIpoaykr coorBeTcTBYET TpedoBanuaM HJ{

3axnouenue: OJJOBPEHO

Prepared by /
ITonrorosneno:

Checked by /
IIposepeHo: Ramakant

Bl

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTens
Manoj Kumar /|

Ankit .
o
Print Date /

Hara: 17.06.2022

Print Date /
Hara: 17.06.2022

Print Date /
Hara 17.06.2022

Tel: +91 40 4900 2900, Fax: +91 40 4200 23955, Email
CIN: L85195AP1284PLC0O04507
wwvv.drreddys.com

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

s mail@drieddys.com
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Product Nise tablets 100 mg
Hpoaykr Haliz®, tabnerku 100 Mr
Batch No / 1 V2201124 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6Bem cepuu 25,00,000 TabneTok
Analytical Report No / : 040001587515 Date of Analysis / : 17.06.2022
AHaJnTHYecKHUii oTueT No Hara anaan3za
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa NpoH3BOACTBA I'ogeu go (BKJI)
Analysis performed according to ND / Auasnns nposeen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usam. Ne 2 ot 10.08.2020)

| Specification / Hopma

| NMT 0.20 % / He Gonee 0,20 % o

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6osee 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 Gonee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / IlokazaTtens npueMneMocTH (AV)
IoJbKeH ObIThL He Oonee 15,0

N \ Test / Mokazatenb | - _Resul_t / Pe3yJibTaThl
Related substances / PoacTBeHHbIe IpHMecH
| Impurity A / Ilpumecs A 0.03%

Impurity B / Ilpumecs B Less than LOQ (LOQ:0.0084%)
Impurity C / TIpumecs C Not Detected
Impurity D / Ilpumecs D Not Detected
Impurity E / Ilpumecs E Less than LOQ (LOQ:0.0186%)
Impurity F / Ilpumecs F Not Detected
Any unknown individual 0.02%
impurity / EquHuunas
HeuAeHTHhHLUpYyeMas

| IpuMech

| Total impurities / Cymma 0.05 %
mpumeceit

7 'Uniformity of dosage units / T 1.3 -
OaHOPOAHOCTL J03HPOBAHHUS
8 | Microbial limits / Mukpo6uonoruyeckas 4HcTOTa
a) Total aerobic microbial Less than 10 CFU/g/
count / Obuee 4uco Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOOGHBIX MHUKPOOPraHU3MOB

[Not more than 1000 CFU/g /

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [Ipoayxt coorBeTcTBYeET TpeboBanusm HJI 3akarodenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosineHo: IIpoepeHo: Ramakant OpobpeHo: Menemxep / PykoBogutens
Ankit Manoj Kumar -

Print Date / Print Date / Print Date /

Jara: 17.06.2022 JHata: 17.06.2022 Jata 17.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 20 4900 2900, Fax: +91 40 4900 2395, Email: mail@drreddys.com

CIN: L85195AP1984PLC0OO4507

www.arreddys.com
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Product Nise tablets 100 mg
poaykr Haii3z®, tabnerku 100 mr
Batch No / : V2201124 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne O6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001587515 Date of Analysis / : 17.06.2022
AHanuTudecKknii oTuyet Ne Jarta ananuza
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npou3BOACTBA I'omen go (BKJT)
Analysis performed according to ND / Ananus nposeaen mo HJI: IT1N012824/03-140119 (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)

l_ N Test / Mokazareas | Result / Pe3yabTaThl Specification / HOpM;
b) Total combined yeasts and | Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obwee uncno | Menee 10 KOE/r He 6onee 100 KOE/r
IPOMNOKEBBIX U TUIECHEBBIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g/
OtcyTCcTBYET JlomxHBI OTCYTCTBOBATH B 1 T
9 |Assay/ KoaundecTBenHOe 98.5 mg/98.5 Mr Not less than 90.0 mg and not more than;
onpeaejieHne 110.0 mg C;3H>N>0sS Nimesulide in tablet /
Ot 90,0 Mr a0 110,0 Mr C]3H12N205S
|
i (uumecynun) B TabneTke
| 10 |Package/ YnaxoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
l blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
IBX/amomuunes om 6nuctepe. IMo 2 | anmromunrerom 6nuctepe. Ilo 1, 2, 3 unu 10
GyMcTepa BMECTE C MHCTPYKUMEH MO | OaucTepoB  BMecTe ¢ MHCTpPYKUMeH o
MPUMEHEHHIO B NaYKy KApTOHHYIO. | IPUMEHEHHIO B Ma4yKy KapTOHHYIO.
1 Labelixﬁ / Mapkuposka | Complies as prescribed / ] According to ND /
CootBercTBYyeT TpeOOBaHUAM B cooteercTBum ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBe€Ta MeCTe IpH
XpaHeHue TeMreparype He Boile 25°C
| I . —
13 | Shelf life / Cpox rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cootBeTcTBYET TpeboBanusm HJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneno: [TpoBepeno: Ramakant Opobpeno: Menemxkep / PykoBoauTens
Ankit C/’_):' _ W Manoj Kumar = f

18- - :.\“"' (e
Print Date / Print Date / Print Date /
Jata: 17.06.2022 Hara: 17.06.2022 Jata 17.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2955, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O0O4507
www.drreddys.com



