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CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A www.drreddys.com
Pagelof3/Crp.1u33

Product : Nise tablets 100 mg
Ipoaykr  : Haii3®, rabnerku 100 Mr
Batch No / : V2200620 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepun 25,00,000 Tabnerok
Analytical Report No / + 040001557124 Date of Analysis / : 19.04.2022
AHaTHTHYECKHIT oTyeT Ne JlaTta aHanu3a
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jara npouzBojcTea I'oxen mo (Bxur)
Analysis performed according to ND / Auanns nposenen no HJI: I1 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) _J

Ne Test / Iokxa3aTenn Result / Pe3yasTaThl | Specification / Hopma

1  |Description / Onucanue Complies / CootBetcTByeT Yelowish white round biconvex tablets with
smooth surface. / Benbie ¢ xenroBaThiM
OTTEHKOM KPYTJIble ABOSKOBBIMYKIIbIE TabNETKU
C MIafKo# MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the

HoanunuoeTs chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>KMBaHH1s OCHOBHOTO
NMKa Ha XpOMarorpaMMe  HCIbITYEMOro
pacTBOpa HO/KHO COOTBETCTBOBATH BPEMEHH
yIOep>KUBAHUSA OCHOBHOT'O nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpasna HUMeCyIuaa (pazmen
«KonuuecTBeHHOE OTIpeaeIEHHEN)
3 | Average weight and mass 311.2mg/311.2 mr 310 mg+5.0% /310 mr+ 5,0 %
:x::i(:;)m:)ty / Cpeaunst macca [ Complies / CootserctByeT 18/20 tablets - NMT + 5 % /
POAHOCTL MacCHl 18/20 Tabnerox — He Gonee = 5 %
2/20 tablets - NMT + 10 % /
' 2/20 tabnerok — He Gonee + 10 %

4 | Dissolution / PacrBopeHue 97 %, 96 %, 97%, 96%, 95%, 96 % | Not less than 75 % (Q) of labeled amount of
Ci3Hj2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaneHOro coaepxanus Ci3H;2N2OsS
(HuMecynnn) yepes 45 MUH.

5 | Water / Boga 32% Not morPe than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Tponykr cooTBercTByeT TpeboBanusam H] 3akaroyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
I‘lum‘urumrt:ﬁg: \_ ITposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauTens
Ramakant £ A\ Amit Kumar A

Print Date / Print Date / Print Date /

Hata: 19.04.2022 Hara: 19.04.2022 Hara: 19.04.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 28166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com
Page20f3/Crp.2u33

Product : Nise tablets 100 mg
IpoaykTr :  Hainz®, Tabnerku 100 mr
Batch No / : V2200620 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6beM cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001557124 Date of Analysis / : 19.04.2022
AHnanuTH4eckHii oryer Ne Jlara anaan3a
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTa npouzBoacTBa I'oaen no (BKY)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne  Test/ IoxasaTteas ] Result / Pesynbra?rbl | Specification / Hopma
6 |Related substances / PogcTBennbie npumMecu
T 0,
Impurity A / ITpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6osnee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / INpumece F Not Detected NMT 0.20 % / He 6onee 0,20 %
{\ny u}lknown individual Less Than LOQ (LOQ: 0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHuunas
HeupeHTudULHpyemas
HpUMech
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more
OaHOpPOAHOCTb X03HPOBANMS than 15.0 / ITokazarens npuemiaemoctH (AV)
JnomxkeH OpITh He Gonee 15,0
8 | Microbial limits / MuxpoBuoaoruueckas 4ucTora | — ——
| a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obtuee yucso Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6iee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JAPOXOKEBBIX M JIECHEBBIX
rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: [Tpoxykt coorBeTcTBYET TpeboBanusam H]J 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TosrorosieH: ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Ramakant Amit Kumar N
o =l il
Print Date / Print Date / Print Date /
Hata: 19.04.2022 Hara: 19.04.2022 Jara: 19.04.2022

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: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

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

Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A
www.drreddys.com
Page3 of 3/Crp.3u3 3
Product : Nise tablets 100 mg
Ilpoaykr Haiiz®, tabierkn 100 Mr
Batch No / : V2200620 Batch Quantity / + 25,00,000 tablets /
Cepusi No O6Bem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001557124 Date of Analysis / : 19.04.2022
AHaJIMTHYECKHIf oTueT Ne Hdara ananusza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npoU3BOACTBA I'ogen o (BxuT)

Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 or 10.08.2020)

No Test / Iloka3arenb Result / Pe3yabTaThl Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OTcyTCcTBYET JomKHBI OTCYTCTBOBATh B 1 T

9 | Assay/ Koauuecrsennoe
onpenenenye

99.0 mg/99.0 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N:0sS Nimesulide in tablet /
Or 900mMr pmo 110,0mMr Ci3H;pN>OsS
(HuMecynun) B Tabnetke

10 | Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
[TBX/amomunues om Gnucrepe. [To 2
6aucTepa BMECTE C MHCTPYKLHEH MO
NPUMEHEHHIO B [IAYKy KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomuHueBoM Onucrepe. Ilo 1, 2, 3 wmm 10
OnuCTEpOB  BMECT€ C  HHCTPYKUMEH 1o

| MPUMEHEHHIO B ITAYKY KapTOHHYIO.

11 |Labeling / MapxupoBka

Complies as prescribed /
CootsercTByeT TpeGOBaHMAM

12 | Storage conditions /
XpaHeHnue

| According to ND /

B coorserctBuu ¢ HJ

Store protected from light below 25°C / B 3amMieHHOM OT CBETa MeCTe NpH

TeMmrnepatype He Boie 25°C

13 | Shelf life / Cpox roaHocTn

3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanue: IIponykT coorBeTcTBYeT TpeGoBanusM HJT 3aknouyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IIpoBepeno: Pardeep Kumar Onobpeno: MeHemxep / PyKoBoAUTE b
Ramakant %g&\ Amit Kumar

/ ' -&”"‘Lv e
Print Date / Print Date / Print Date /
Jara: 19.04.2022 JHata: 19.04.2022 Jata: 19.04.2022

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




