Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

[ 1)
Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIM3A

Page 1 of 3 /Crp.1u33

Product Nise tablets 100 mg

Mponyxr Haiiz®. Tadnerkit 100 mr

Batch No / : V2201769 Batch Quantity / ¢ 25,00,000 tablets /
Cepus Ne Obbem cepnun 25,00,000 Tadnerok
Analytical Report No / : 890001613109 |Date of Analysis / : 03.10.2022
AHanHTHYeCKHIi oTyeT No Jara ananuza

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

JlaTa nponssoacrea Iogen pno (BkN)

Analysis performed according to ND / Ananus nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
13m. Ne ] ot 08.06.2020. amend No 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

L N Test / [TokazaTenn

Result / PesysabtaTs!

1 | Description / Onucanue
|

Complies / CootsercrByeT

2 |Identification /
| IMognuuHoCTL

Complies / CootBercTBYET

3 | Average weight and mass
uniformity / Cpeansin macca
M OAHOPOAHOCTH MALUDI

307.2 mg/307.2 mr

Complies / CooTBeTCTBYET

Specification / Hopma |

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XKeaToBaThiM
OTTEHKOM KpYTJIble IBOSIKOBBINYKIblE TaONETKH
C TNAIKOM MOBEPXHOCTBIO.

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>XuBaHUs OCHOBHOTO
[MMKa Ha  XpoMarorpamMe  HCMLITYEMOIO
pacTBOpa AOMIKHO COOTBETCTBOBATH BPEMEHM

YAepKUBAHUS OCHOBHOTO nuKa Ha
XpomaTrorpamMme  pacTBOpa  CTaHAAPTHOTO
obpazua HUMecyauaa (paznen

«KonnuecTseHHOe onpeneneHnes)
310 mg=5.0% /310 Mr£ 5,0 %

18/20 tahlets —=NMT £ 5 % /
18/20 Tabnetok — He BoJee £ 5 %

2/20 tablets —-NMT + 10 % /
2/20 TabneTok — He Bonee + 10 %

4 | Dissolution / PacTeopenne

98%, 98 %, 99%, 97%, 96%, 97%

Not less than 75 % (Q) of labeled amount of
Ci3H12N20sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbLHOro coaepxannsa Ci3H;2N-OsS
(HumMecynun) uepes 45 MHH.

S Water / Boaa

4.0%

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

Remarks : The Product conforms to ND /
IIpumeuanue: IpogykT cooTBeTcTBYET TpeHoBanusm HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Hara: 03.10.2022

Hara: : 03.10.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Nagsh Kumar | IIposepeno: Pardeep Kumar Onobpeno: Menekep / PykoBoauTeNs
: A Amit Kumar L
,u{/ ‘—«t/ M
Print Date / Print Date / Print Date /

Hara : 03.10.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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Product Nise tablets 100 mg

Npoaykr Haiiz®), Tabnerku 100 nr

Batch No / : V2201769 Batch Quantity / 1 25,00,000 tablets /

Cepnsi Ne Obbem cepun 25,00,000 Tadnerox
Analytical Report No / : 890001613109 |Date of Analysis / : 03.10.2022 o
AHanuTHYeCKui oTyeT No JaTa anannza

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

Jata npoussoacrea Togen 10 (BK1) B

Analysis performed according to ND / Ananu3 nposenen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 o1 08.06.2020. amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / lokasatens

6 |Related substances / Poacrsenunie npumecu

Impurity A / Tpumecs A

Impurity B / [lpumecs B
Impurity C / Ipumecs C
Impurity D / Ilpumecs D

impurity E / Mpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / Eannuunas
HeuaeHTuduuupyemas
npUmMech

Total impurities / Cymma
npumMeceit

Result / Pesya bTATHI

| Specification / Hopma

Not Dctected

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

0.03%

0.07 %

a) Total aerobic microbial
count / O6uiee yucno

7 | Uniforily of dusage unles /
OaHopoAHOCTE N03UpOBAHHS

8 Microbial limits / Mukpotuonoruyeckasi 4ucToTa

a3pOOHBIX MUKPOOPTaHU3MOB

|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 6ostee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

than 15.0 / Iokazaresns npuemaemocty (AV)
| noJbkeH ObiTh He Gonee 15,0

Acceplance value (A V) should be not more '

Less than 10 CFU/g /
Menee 10 KOE/r

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

Remarks : The Product conforms to ND /
ITpumeyanne: Ilponykrt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmwoyenne: OJOBPEHO

Prepared by /
IToarorosneno: Naresh Kumar

/

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Mauager / Execulive /
Onobpeno: Menemxep / Pykosoaurens

Amit Kumar 5 -
g A \'\'/

Print Date /
Hata: 03.10.2022

Print Date /

Hara: : 03.10.2022

Print Date /
Hara : 03.10.2022

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: L85195AP1984PLC0O04507
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'Product ¢ Nise tablets 100 mg

Mpoaykr : Haiis®, tabnerku 100 mr

Batch No / : V2201769 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 Tadbnetok
Analytical Report No / : 890001613109 Date of Analysis / : 03.10.2022
AHaJnTuyeckuii otuer Ne JlaTa anannuza

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

Hara nponssoacrea Foaen no (Bk.a)

Analysis performed according to ND / Anasnns nposegen no HJI: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne i Test / Iokazarenn Result / PesyabTaThi Specification / Hopma -

| b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OBuuee uncno Menee 10 KOE/r He 6onee 100 KOE/r
IPOAOKEBBIX U MNECHEBBIX
rpubos
¢) E. coli 1 Absent / R | Shall be absent in 1g/

i OtcyTcTByeT JomkHb! OTCYTCTBOBaTE B 1 I

| 9 | Assay/ Kosnuectsennoe 97.3 mg/97.3 mMr Not less than 90.0 mg and not more than
onpeaeeHune 110.0 mg Ci3H;2N-20sS Nimesulide in tablet /

|OT 90,0 MFE a0 110,0 Mr C|3H|3N305S
‘ (uumecynun) B TabneTke

10 | Package/ YnakoBka 10 tablets in PV C/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. / ITo 10 Tabnerox B I[IBX /
IBX/anromununes om 6aucrepe. o 2 | amomunuesom Gnmctepe. Mo 1, 2, 3 uau 10
| GiMcTepa BMeCTe C UHCTPYKLUMEH 10 | GIMCTEPOB  BMecTe € MHCTPYKUMEH Mo

‘ NPUMEHEHHIO B MauKy KAPTOHHYIO. | PUMEHEHHIO B NAYKy KAPTOHHYIO.
11 | Labeling / Mapkupogka Complies as prescribed / | According to ND /
I CooTpeTeTByCT TPCOOBAHMAM B couisercisun ¢ HIT,
‘ 12 [Storage conditions / Store protected from light below 25°C / B sawmwienHom oT cBeTa MecTe mpu
XpaHeHue Temneparype He Bbiwe 25°C

‘ 13 | Shelf life / Cpok roanocru 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: I1poaykr cooTBercTByeT TpeGosanusam HJI 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloprorosneno: Naresh Kumar | IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosogurens
1 Amit Kumar :

Q/ =l ~ /Xh;
Print Date / Print Date / Print Date /
Hara: 03.10.2022 Hara: : 03.10.2022 Hara : 03.10.2022
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