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Jara npossoacrea

Product Nise tablets 100 mg

Mposy KT Haiiz®, tadnerxku 100 mr

Batch No/ : V2101824 Batch Quantity / : 25,00,000 tablets /
Cepusz_Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001552653 Date of Analysis / : 29.10.2021
AHanTHYecKHl 0TYeT No Jlara ananauza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

I'onen g0 (Bra)

Analysis performed according to ND / AHanu3 npoBeseH no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne | Test/IokazaTens

Result / PesyabTaThl

| Specification / Hopma

1 'Description / Onucauue

Complies / CooreerctByeT

Yellowish white round biconvex tablets with |
smooth surface. / Beable ¢ KenToBaThIM
OTTEHKOM KPYIJIbl€ ABOSKOBBIMYKIIbIE TAOIETKH |
C INajiKkoii NOBEPXHOCTHIO.

2 Identification /
Mognunnocrs

Complies / CoorBeTcTByeT

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 ynep>xMBaHUS OCHOBHOTO

NHMKa Ha  XpOMaTorpaMMe  HCIBLITYEMOTO
pacTBopa IO/DKHO COOTBETCTBOBATh BPEMEHH
YIepIKUBAHHS OCHOBHOTO HKa Ha
XpoMatorpamMme  pacTBOpa  CTaHAAPTHOIO
obpasua HUMecCyauaa (pazpen

«KonuyecTBeHHOE OllpeeneHme»)

3 _Eerage weight and mass
uniformity / Cpeansis macca
H OAHOPOJHOCTH MACChI

310.4 mg/310.4 mr

Complies / CootserctByeT

310mg+5.0% /310 Mr £+ 5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerox — He Honee + 5 %

2/20 tablets — NMT = 10 % /
2/20 tabnerok — He Honee + 10 %

4 | Dissolution / PacTBopenne

96 %, 97 %, 100 %, 96 %, 98%,

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

5 |Water/ Boaa

96 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMUHaNbHOTO coaepxanus Ci3H;»N>OsS
(Humecynuin) uepes 45 MuH.

2.7 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
Ipumeyanne: [TpoaykT cootsercTsyeT Tpebosanusm HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Hata: 29.10.2021

Hata: 29.10.2021

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBnexo: Ilporepeno: Onobpeno: Menemxep / PykoBoantes
Ankit \ Himesh Kumar Manoj Kumar - Q

Print Date / Print Date / Print Date /

Harta: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507

www.drreddys.com
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Product Nise tablets 100 mg

[poaykTr Haiiz®, Tabnerku 100 mMr

Batch No / 1 V2101824 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001552653 Date of Analysis / : 29.10.2021
AHananTHyeckui oTuer No JlaTa ananusa

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npousBoacTBa Topen go (BKk)

Analysis performed according to ND / Anaans nposenen no HJ/[: I1N012824/03-140119 (amend Ne I 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)

! No Test / HOKaSaTeJ'I_l: [ Result / Pe3y.u;>TaT|>1 Speciﬁcati_on_/ ﬁogma
6 |Related substances / PoacTBennble npumecu -
Impurity A / Ilpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Ipumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Tpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunugnas
HeuaeHTHHLIMpyemas
NpUMECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
rnpumecei
7 Uniformity of dosage units / 2.0 | Acceptance value (AV) should be not more
OaHOPOAHOCTH AO3HPOBAHHUSA than 15.0 / Ilokazarens npuemnemoctu (AV)
nomxeH ObITh He Oonee 15,0
8 |Microbial limits / MuxpoGnosiornyeckasi 4ucTOTa B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / O61ee Yyuco Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6miee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX U IIECHEBBIX
rpuboB
c) E. coli Absent / Shall be absent in 1g/
OrcyrcrByer JIoJKHEI OTCYTCTBOBATH B 1 T

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

ITpumeuanne: [TpoaykT cootBeTcTBYET TpeOopanusM HJI 3akmouenne: OJOBPEHO

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

IToarorosneHo: IIposepeno: Onobpeno: Menemxep / PykoBoauTeib

Ankit Himesh W Manoj Kumar -~

Print Date / Print Date / Print Date /

Hata: 29.10.2021 Hata: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: LE5195AP1284PLCOOAS07
www.drreddys.com
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Product Nise tablets 100 mg

IpoaykT Haiiz®, Tabnetku 100 mr

Batch No / : V2101824 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 tabnerox
Analytical Report No / : 890001552653 Date of Analysis / : 29.10.2021
AHATUTHYECKHI oTYeT Ne Harta ananuza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

Jata npou3BoacTBa T'ogen 1o (BKT)

Analysis performed according to ND / Anaaus nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N | Test / IMokaszaTenn Result/ Pe3yJH>TaTl>_l Speciﬁcz_lﬁ_on_/—Hoimg B
9 |Assay/KoanyecTBennoe 100.4 mg / 100.4 mr Not less than 90.0 mg and not more than
onpeaejenne 110.0 mg C;3H;2N-OsS Nimesulide in tablet /
Or 90,0mMr po 110,0mr C13H;2N20OsS
| (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. / Ilo 10 tabnerok B|carton. / Ilo 10 Tabnerox 8 TIBX /
IIBX/anomunnes om 6mrcrepe. Io 2 | amomunuesom 6nuctepe. Ilo 1, 2, 3 unm 10
6nucTepa BMecTe ¢ MHCTPYKUMEH IO | ONUCTEpOB  BMECTE ¢ HMHCTPYKLMEH 1O
NPUMEHEHHIO B MAYKy KAPTOHHYIO. | IPUMEHEHHIO B [AYKY KAPTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND / o
CootBeTcTBYeT TpeGOBaHUSIM B cootBercTeru ¢ H]|
12 |Storage conditions / Store protected from light below 25°C / B 3aliMIIEHHOM OT CBeTa MecTe pu
| XpaHeHnue TeMrneparype He Boile 25°C
| 13 | Shelf life/ Cpok rogHocTn 3 years /3 rona o

Remarks : The Product conforms to ND /
Ilpumeuanne: [Iponykt coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosieHo: IIpoepeno: Onobpeno: Menemxep / PykoBoauTeb
Ankit  ~ Himesh Kumar | Manoj Kumar . (

Print Date / Print Date / Print Date /

Hata: 29.10.2021 Hara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4800 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



