Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

AHANUTHYECKHIT oTueT No

CEPTU®UKAT AHAJIM3A
Page 1 of 3/ Ctp. 1133
Product : Nise tablets 100 mg
[Ipoaykr : Haiis®, rabnerxu 100 Mr
Batch No / : V2101070 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepun 25,00,000 TabneTok
Analytical Report No / : 890001530358 Date of Analysis / 1 24.06.2021

JlaTa anpanusa

Date of Manufacture / : Jun. 2021
JlaTta npon3BOACTBA

Date of Expiry / : May. 2024
Toaen go (BKI)

Analysis performed according to ND / Ananus nposenen no I1JI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwm. Ne | oT U8.UB.2020, amend Ne 2 from 10.08.2020 / m3m. N 2 ur 10.08.2020)

I Ne Test / Ilokasaresn Result / PesyabTaThl Specification / Hopma
| 1 |Description/ Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / bensle ¢ KeNTOBATHIM
OTTeIOM KPYTJILIe ABOSAKOBBIMYKIIkIE TADNETKH
0 MIaAKOI MOBepXiOoCTLIO.
2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
TMopnuHHOCTE chromatogram of test solution should

correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>KMBaHUA OCHOBHOTO
nMKa Ha  XpoOMarorpamMMe  HMCIBITYEMOro
pacTBOpa NOJDKHO COOTBETCTBOBATH BPEMEHH

N UAHUPLUAHUL LS MACCB

YIEPIMBAHM HWCHNBHOT N TTAKRA HA
[ xpomaTorpaMmc  paeTnopn  eTannapTIioro
obpasua HUMECYJIHA (pasmen
«KonngecTBeHHOE OnpenesneHne»)
3 | Average weight and mass 3104 mg/310.4 mMr 310mg +5.0% /310 Mr+5,0 %
uniformity / Cpennsisi Mucca Complies / CooTBeTcTRYET 1R/20 tahlets —NMT £ 5 % /

18/20 Tabncrox  He Gonee + 5 %

2/20 tablets — NMT % 10 % /
2/20 Tabnerok — He Gonee £ 10 %

4 | Dissolution / PactBopenune 91 %, 91 %, 93 %, 92 %, 92 %, Not less than 75 % (Q) of labeled amount of

92 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHOro coaepxanus Ci3HaN2OsS
(uuMecynun) yepes 45 MuH.

5 Water / Bona

Remarks : The Product conforms to ND /

23 % Not more than 6.0 % w/w / He Gosnee 6,0 %

Conclusion : APPROVED /

—

Ipumeuanue: [Tpoaykr cooreTcTByeT Tpebosannam HJL Zakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBneHo: IIpoBepeHo: Onobpeno: MeHemxep / AI?YKOBOJIHTBJ‘]I:

Pardeep Kumar [ Himesh Kugl;‘l—/,:’) Amit Kumar o

Print Date / Print Date / Print Date /
Tlata: 24 06 2071 , TTatn: 24.06.2021 Hara; 24.06.2021
T u_.:n:?ﬁcftt“émcc: B-I337 RO 190, 3, Datara THis, Tiyderdoad = U003, A.ls T
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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page 2 0of 3/ C1p. 2 u33

Product : Nise tablets 100 mg
lpoaykt  : Haiiz®, rabnetku 100 mr
Batch No / 1 V2101070 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001530358 Date of Analysis / 1 24.06.2021
AHAJIUTHYECKHH oTUeT Ne JlaTa ananansa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JlaTa npou3BOACTBA ToaeH Ao (BK.)
Analysis performed according to ND / Ananus nposejen no HJI: 11N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test / IlokazaTenas '| Result / PesyabTaTnl | Specification / Hopma

6 | Related substances / PoacTBeHHbIe IpHMeCH

o 0, 0,

Impurity A / [Ipumece A Less than LOQ (0.0057%) |NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He Gonee 0,20 %
Impurity C / Mpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / [1pumecs D Not Detected NMT 0.20 % / 1c 6once 0,20 %

' Impurity E / ITpumecs E Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity F / [Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He Gonee 0,20 %
impurity / Eapayrgnas
HeMJeHTUGHULIUpYeMast
npuMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He Gonee 1,5 %
npuMecei

7 | Uniformity of dosage units / : 3.8 Acceptance value (AV) should be not more

OJHOpPOAHOCTH 103HPOBAHUA than 15.0 / ITokazarens npuemuemocty (AV)

nosmkeH 6pITh He 6onee 15,0

8 | Microbial limits / MukpoGuoJiornueckas JucToTa )

a) Total aerobic microbial 15 CFU/g/ Not more than 1000 CFU/g/
count / O6iiee 4YUCIIO 15 KOE/r He 6onee 1000 KOE/r
a3pOBHBIX MHKPOOPTaHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Ob1ee yKcsio Memnee 10 KOE/r He 6onee 100 KOE/r
,U,pO)K)KCBBIX U MIJIICCHEBBIX
rpuboB
¢) E. coli Absent in 1g/ Shall be absent in 1g/
OrcyteTByeT B Ir Jlo/KHBI OTCYTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
TMpumeuanue: [1poykr coorsercTByeT TpebosaHusim HI 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TToaAroToBNEHO: . IIposepeHo: Ono6peno: Menemxep / Pykosoaurenk
Pardeep Kumar Himesh Kumar L - Amit Kumar /k\
ol = - [
Print Date / Print Date / Print Date /
Jlara: 24.06.2021 JlaTa: 24.06.2021 Jlata: 24.06.2021
Teaniered OIICE: 5-2-53 1, load Mo, 3, Banjara Hills, Hyderabad - SUU035, AL, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s €5

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 3 0of 3/ Ctp.3 133

Product Nise tablets 100 mg

[Mpoaykr Haiiz®, tabaerkn 100 mr

Batch No / : V2101070 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001530358 Date of Analysis / 1 24.06.2021
AHanuTHYecKHi oTuer No Jara ananausa

Date of Manufacture / : Jun. 2021 Date of Expiry/ : May. 2024

JlaTa npou3BoAcTBa Fogen g0 (BKJ)

Analysis performed according to ND / Anaaus nposeaen no HJ: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTesb Result / Pe3yabTaTnbl Specification / Hopma |
9 | Assay/ KonuvecTBeHHOE 99.3 mg/99.3 mMr Not less than 90.0 mg and not more than
onpejeeHHe 110.0 mg C3H12N>0sS Nimesulide in tablet /
Oor 90,0 Mr Jo 110,0 Mr Ci3HpN-OsS
(HuMecyua) B TabNeTKe
10 |Iackage/ YnaxkoBka 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, / Vo 10 manaerar nlearton / Tlo 10 qaficiok o TIBX /
[IBX/anomusnes oM brmeTepe. Lo 2 | anromuanesoM Sauerepe. TIo 1, 2, 3w 10
QaucTepa BMECTE ¢ MHCTPYKLMEH mo | GnucTepoR  BMECTE ¢ UHCIPYKUMEH — TIO
IPUMEHEHUIO B 1IdUKY KAPTUHHYRS. UPHUMEHEHNIV B 1IAYRY RapiuHny .
11 |Labeling / MapkupoBka Complies as prescribed / : According Lo ND /
CooTBeTCTBYET TPEOOBAHUAM B cootBercTBuH ¢ HJ|
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CB€Ta MECTE MpH
XpaHenue Temmneparype He Boime 25°C
13 | Shelf life / Cpox 1oanvcIn 3 years / 3 roma

Remarks : The Pradnet conforms ta ND / Conclusion ; APPROVED /
Ipumeuanue: [Ipoaykt coorsercisyer tpebusannnm HJT Baxswuenne; OJOLI'EILO
Prepared by / Checked by / Approvced by: Manager / Executive /
IToarororneno: [IposepeHo: OnobGpeno: Menemxep / E?/rcoaop.menb
Pardeep Kumar { Himesh Kumar Amit Kumar A
5 — f —
= C‘A— <
Print Date / Prinl Date / Print Datce /
Hata: 24.06.2021 JlaTa: 24.06.2021 Hata: 24.06.2021
RopsioIod WIICe, o-2-337, reoatt =, pigard {U T FE 1NN R 110V o G VT Y
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