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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIII3A

Page 1 of 3/ Crp. 1 u33

[Product : Nise tablets 100 mg

Mpoaykr  : Haiis®, tadnerku 100 mr

Batch No / : V2201957 |Batch Quantity / : 25.00,000 tablets /
Cepus Ne Oo6bem cepuu 25,00,000 TadneTok
Analytical Report No / 1 040001643411 |Date of Analysis / : 24.09.2022
AHaanTHUYECKHH 0TUYeT Ne JlaTa ananusa

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

JlaTa npou3BoACTBA INogen po (BKIT)

Analysis performed according to ND / Ananus nposeaen o HJII: TIN012824/03-140119 (amend No 1 from 08.06.2020 /
nam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N | Test / [loxazatens Result / PesyabTaTsl Specification / Hopma ;
1 | Description/ Onucanune Complies / CooTBercTBYET Yellowish white round biconvex tablets with

smooth surface. / bBenble ¢ »KenToBaTbim

OTTEHKOM KPYTJible ABOSKOBbINYKIIbIE TAOAETKH |
C rnaaKo# MoBepXHOCTHIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MoganHHOCTH chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yiep:HBaHUs OCHOBHOTO |
NMKa Ha  XpOMarorpaMme  HCMABITYEMOTo |
pacTBopa HOJIKHO COOTBETCTBORATb BPEMEHH |
yIaepXKUBaHUSA OCHOBHOTO nuka Ha
XpomarorpamMme  pacTBOpa  CTaHAapTHOro
o6pa3sta HUMeCYTHIa (pasnen |
«KonuuecTBeHHOE ONpeeNieHHe»)

3 | Average weight and mass 310.5 mg/310.5 mr 310mg+5.0%/310mMr+5,0%
uniformity / Cpeansis macca

Complies / CooTBETCTBYET 18/20 tablets -NMT £ 5 %/
H OAHOPOJHOCTb MACCHI

18/20 tabnetok — He Gosee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnerok — He Gonee = 10 % |

4 Dissolution / PaCTB(_)peHMe 99%, 97 %, 98%, 99%, 96%, 95% | Not less than 75 % (Q) of labeled amount of
Ci3H»N>OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

' HoMuHansHoro coaepxanus Ci3HoN2OsS
| (uumecynun) yepes 45 MUH.
| | ——— _

5 |Water / Boaa 31 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanue: Ipoaykt coorBeTcTBYET TpeboBanusam HJT 3aknouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneno: Naresh Kumar | TlposepeHo: Pardeep Kumar Opobpeno: Menemxep / | KOBOAITE b

é[ p Manoj Kumar A ¥
- = (==
Print Date / Print Date / Print Date /
JHara: 24.09.2022 Hara: : 24.09.2022 Harta : 24.09.2022

Registered Office: 8-2-337, Road Nec. 3, Banjara Hills, Hyderabad - 500034, Telanganz, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIiN: L85195AP1984PLCO04507
www.drreddys.com
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Product Nise tablets 100 mg

IpoaykT Haiiz®, tabaerku 100 mr

Batch No / 1 V2201957 Batch Quantity / : 25,00,000 tablets /

Cepus Ne Oobem cepun 25,00,000 Tadbnerok
Analytical Report No / : 040001643411 Date of Analysis / 1 24.09.2022
AHaMUTUYECKHIT oTueT No JlaTta aHaan3a

Date of Manufacture / 1 AUG.2022 Date of Expiry / : JUL.2025

JlaTa npou3BOACTBA I'ogen ao (BKuT) O

Analysis performed according to ND / Ananus nposenen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

__NQ Test / Noka3zaTennb

Impurity A / Ilpumecs A

Impurity B / [Tpumecs B

Impurity C/ [Tpumecs C

Impurity D / Tlpumecs D
| {Impurity E / Ipumecs E
‘ Impurity F / [Ipumecs F

| Any unknown individual
impurity / EauHH4Has
HeuaeHTUPULHUpYyeMas

‘ npuMech

| Total impurities / Cymma
| | npumMeceit

7 | Uniformity of dosage units /
‘ ' OaHOpOAHOCTHL A03UPOBAHUS '

6 |Related substances / PoacreenHble npumecH

Result / PesynbTaTsl

Less than LOQ (LOQ: 0.0057%)

0.01%
Not Detected
Not Detected
Less than LOQ (LOQ: 0.0186%)
Not Detected

0.03%

0.06 %

| Specification / Hop@

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

INMT 0.20 % / He 6ounee 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 6osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

I
o

IoJDKeH OLIThL He Gonee 15,0

Acceptance value (AV) should be not more
than 15.0 / Tlokasatens npueMiemocTu (AV)

a) Total aerobic microbial
count / Ob1uee yHca0
| a’pOOHBIX MUKPOOPTaHU3MOB

‘ 8 |Microbial limits / MrkpoGHoI0rH4YeCKAA YUCTOTA

10 CFU/g /
10 KOE/r

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

Remarks: The Product conforms to ND /
Npumeuanue: IIpoaykr coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Zaxawodenue: OJJOBPEHO

Prepared by /
HonrOTOBneHo:CIiaresh Kumar
M

<~

Checked by /
[Mpoeepeno: Pardeep Kumar

e EOTE

Approved by: Manager / Executive /

Onobpeno: Menemkep / PykosoauTenb

Manoj Kumar

Y”}LLL

Print Date /
Jara: 24.09.2022

Print Date /
Jara: : 24.09.2022

Print Date /
Harta : 24.09.2022

Reristered Office: 8-2-337, Road Ne. 2. Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4500 2900, Fax: +C 1 40 4900 2929, Email: mail@direddys com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJII3A

Page 3 0of 3/ Crp.3m3

Product Nisc tablets 100 mg
TMpoaykT Haiiz®), tadnerku 100 mr
Batch No / : V2201957 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obnem cepuu 25,00,000 Tadnerok
Analytical Report No / : 040001643411 Date of Analysis / : 24.09.2022
AHANHTHYEeCKHIT oT4eT No [Jara aHaausa
Date of Manufacture / 1 AUG.2022 Date of Expiry / ¢ JUL.2025
Jara npon3BOACTBA T'oaex no (BKJY)
Analysis performed according to ND / Auaauns nposenen no HJ: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020) B
Ne Test / IlokazaTean Result / Pe3yabTaTh! L Specification / Hopma |
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obiuee yucno Menee 10 KOE/r He Gonee 100 KOE/r
LNPOMOKEBBIX M TUIECHEBBIX
rpuooB
¢) E. coli Absent / Shall be absent in 1g/
OtcytcTBYyeT JomkHbl OTCYTCTBOBATh B 1 1
9 | Assay/ KoauuecrBeHHoe 100.1 mg/ 100.1 mr Not less than 90.0 mg and not more than|
onpenenenye 110.0 mg Ci3H;2N-0sS Nimesulide in tablet /
! Or 90,0mr g0 110,0mr Ci3HpN:OsS
(Humecynuna) B TabneTke
10 |Package/ Ynakoska 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. / Tlo 10 Tabnerox B|carton. / [lo 10 Tabnerox B IIBX /
[IBX/antomuunes om 6nuctepe. Tlo 2 | amomuunesom Gancrepe. o 1, 2, 3 unm 10
6aMCTepa BMECTE C UHCTPYKLMEN MO | GNUCTEpOB  BMECTE € HMHCTpYKUMEH 1o
MPUMEHEHHIO B MAYKy KapTOHHYIO. | NPUMEHEHMIO B MAYKy KapTOHHYIO.
11 |Labeling / Mapkupogpka Complies as prescribed / According to ND /
CooTBeTcTBYET TPEOOBAHUAM B cooreercteun ¢ HJI |
12 |Storage conditions / Store protected from light below 25°C / B 3amiuuieHHOM OT CBeTa MeCTe IpH |
Xpanenne Temnepatype He Bbiwie 25°C '
| 13 | Shelf life / Cpok roanocTu 3 years/ 3 rona

Remarks: The Product conforms

ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJI

toND /

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Monrorosieno: Naresh Kumar

—

Checked by /
Ipoeepeno: Pardeep Kumar

C\AL—‘

Approved by: Manager / Executive /
OnobpeHo: Menemxep / PykoBoguTenb
Manoj Kumar 3 pfl

r}’n _'LELE-—-'

Print Date /
JlaTa: 24.09.2022

Print Date /
JHata: : 24.09.2022

Print Date /
Hara : 24.09.2022

Registercd Office:
Tel: +91 40 4900 2900, Fa:x: 491 40 14900

3-2-237, Road No

3, Banjara Hii
200

CIN: LS5185AP 19347 LC0OUS50T
wwdrreddys.com
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