Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Page 1 of 3/ Crp. 1 u33

Product Nise tablets 100 mg
[poaywT Haifa®, tabnetku 100 Mr
Batch No / : V2101071 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oobem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001530616 Date of Analysis / 1 26.06.2021
AHanuTnyeckuii oTyeT Ne JlaTta ananu3a
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JlaTa mpon3BoACTBA FoaeH xo (BKT)

Analysis performed according to ND / Anasns nposenen mo HJL: T1 NO012824/03-140119 (amend Ne 1 from 08.06.2020 /
ssm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2

020)

! No Test / HOK33aTem§

Result / PesyabTaThbl

~ Specification / Hopma

1 |Description/ Onucanue

Complies / CooTBeTCTBYET

2 | Identification /
ToamrunnneTl.

Cl_\mp]ir‘.\’; / COOTBCTCTBYCT

Yellowish white round biconvex tablets with
smooth surface. / benble ¢ KeNTOBATHIM
OTTEHKOM KPYTJIbIE JBOAKOBbIIYKIBIE TabICTKM
¢ raJKOM MOREPXHOCTBIO.

The retention time of -f)?incipal peak 1n the
chromatogram  of  fest  solution  should
eatrespond o tetention i of prineipal poak in
Nimesulide standard solution chromatogram
under Assay / Bpema ynepx1BaHus OCHOBHOLV
nMKa Ha  XpOMarorpaMMe  MCHBITYEMOTO
pacTBOpa JOKHO COOTBETCTBOBATH BPEMEHH

yIOepP>KUBAHNA OCHOBHOTO M1Ka Ha
XpoMaTtorpaMMe — pacisopa  CTaHAAPTIIOTO
obpasua HMMECYIHAA (pazpen

«KonuuecTBEHHLE onpeneneﬂuc»)

3 | Average weight and mass 310.6 mg/310.6 mMr 310 mg£5.0% /310 mr=5,0%
Elzf(:-ll;)m:)tyﬂlo(c?:i:l:cs;racca Complies / CooTBeTCTBYET 18/20 tablets — NMT £ 5 %/
AHOPOL 18/20 Tabnerok — He Gonee £ 5 %
2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He Gonee = 10 %
4 | Dissolution / PacTBopeHne 100 %, 97 %, 98 %, 99 %, 99 %, Not less than 75 % (Q) of labeled amount of

—-
Remarks : The Product conforms to ND /

L

.
Conclusion : APPROVED /

Ipumeuanue: [1poiyKT COOTBETCTBYET tpebosannam HIT 3axmouenue: OJJOBPEHO

99 % C13H12N20;5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
nominiLniare copcpaanug CpHENO04S
(HuMecyHn) uepes 45 MHUH.

5 |Water/Boaa 2.4 % Not more than 6.0 % w/w / He Gonee 6,0 %

]

Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBNIEHO: [IpoBepeHo: Onobpeno: Menexep / PykoBORUTEND
Pardeep Kumar K Himesh KW Pawan Kumar ?2

Print Date / Print Date / Print Date /

Jata: 26.06.2021 Tara: 26.06.2021 Jata: 26.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India

Tel: 91 40 4900

CIN: T.R5195AP1984PLC004507
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDHNKAT AHAJIU3A
Page 2 of 3/ Crp.2 133

Product Nise tablets 100 mg :
IpoaykT Haiiz®, Tabnerkun 100 mr
Batch No / : V2101071 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001530616 Date of Analysis / : 26.06.2021
AHAIMTHYECKUN O14der N Jara ananuza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JlaTta npousBoacTBa Tounen 150 (BKJ)

Analysis performed according to ND / Ananus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne | from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne '_I‘est_ / TokasaTes ! ~ Result/ Pesyaprarsl Specification / Hopma
6 | Related substances / PoacTBenubie pumMecH ) -
| 3 0, 0,
| Impurity A / Ilpumecs A BDL (Disregard Arca 847) NMT 0.20 % / He 6onee 0,20 %
Lugpatity B TTimame w T 0.01% NMT 020 %/ Tl Gamee 0,20 %
Impurity C / TIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / TTpumecs 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 / TIpumecs F Not Detected NMT 020 % / He Gonee 0,20 %
{\ny u_nknown individual Less than LOQ (0.01439) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas
terasi L anunpysmas
FIPHMECh
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npumecen
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more
OTHOPOIHACTR TNAHPORAHAT than 15.0 / [lokazarens npuemnemoctu (AV)
nomkeH OrTh He Oonee 15,0 '
8 |Microbial limits / Mukpoduosoruueckan Yyucrora

a) Total aerobic microbial
count / Obmee ynucno
a3pO0OHBIX MUKPOOPraHN3MOB

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

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

L) Total combined yeasts and
mould count / O61ee yucno
NPOMOKEBBIX U [UIECHEBLIX
rpuboB

Legy than 10 CI'U/g /
Menee 10 KOE/r

Mot more thun 100 CTU/g /
He Gonee 100 KOE/r

hc) E. coli Absent in 1g / [Shall be absent in 1g/
OtcyTcTBYeT B 1T |,I[0J1>1<Hx>1 OTCYTCTBOBaTb B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cooTBeTcTByeT Tpebosanuam HJT 3axaouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HoaroroBneHo: . IIpoepeno: Onob6peno: Menemxep / PykoBoauTens
Pardeep Kumar f Himesh KW Pawan Kumar E
Print Date / Print Date / Print Date / '
Jara: 26.06.2021 Hata: 26.06.2021 Hata: 26.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax. 91 40 4900 2999, Liniail: mail@drreddys.com
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Page3 of 3/ Crp.3u33

Product Nise tablets 100 mg
[poayxr Haiiz®, abnerku 100 mr
Batch No / : V2101071 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6beM cepnu 25,00,000 TabneTok
Analytical Report No / : 890001530616 Date of Analysis / : 26.06.2021
AHaTUTHUYECKHHA oTueT Ne JlaTa ananusa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
Jlata npon3BoACTBA TogeH g0 (BKJT)

Analysis performed according to ND / AHa/iu3 npoBe/ieH no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N

Test / [Toxa3zaTensn

Result / PesyabTaThl

Specification / Hopma

9

| Assay / KosimuecTBeHHOE

ompeaesicHHe

100.0 mg/ 100.0 mr

Not less than 90.0 mg and not more than
110.0 mg C13H12N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3Hi2N2OsS
(mamecynnn) b Taduoriy

10

Puckage / Yuanusna

| 10 tablots in PVC/aluminum blister. 2

blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerox B
[ TH X a0MUBMER OM BTETEPR LI D
Gapcicpa RMEETC € HIIOTPyKUHoi no
MPUMEHEHUIV B [IAUKY R4P LUHHY .

10 tablets in PVC/alnminum hlister, 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Mo 10 ta6neroxk B [IBX /
AR IMHHRGEO Giuaviope, o 1, 2, 3 e 10
GmicTepon  BMeCT? ¢ WHATPYKIIMEH  Tio
HPHMUALAEG 15 1KY KAPTOLITYIO0.

11 |Tahcling / Mapkupuska Complics as preseribed / According to ND /
| (_OOTBETCTBYET TPEOOBAHUAM B coorsercrsum ¢ HI
12 | Sturage onditivus / Storo protooted from light belaw 257 / R samvineHHOM 0T CRETA MECTS MPH
XpaHenue Temmepatype He Boie 25°C
13 | Shelf life / Cpok rogHocT 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanune: [IPOAYKT COOTBETCTBYET TpeOOBAHMAM HI Zaxmouenne: OTOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTossieHo: [IpoBepeHo: Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar t Himesh KW Pawan Kumar

£
Print Date / Print Date / Print Date /
Jlata: 26.06.2021 JNara: 26.06.2021 Jara; 26.06.2021

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