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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Page 1 of 3/ Crp. 1 u3 3

Product Nise tablets 100 mg

IMpoaykT Haiz®, Tadnerky 100 Mr

Batch No / : V2202370 Batch Quantity / : 25,00,000 tablets /

Cepus Ne |O0bem cepun 25,00,000 Ta@TOK
Analytical Report No / : 890001628570 |Date of Analysis / : 22.11.2022
AHaJNTHYECKHIT oTHeT No JlaTa ananaunsa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT.2025

JaTa npousBoacTBA TI'open ao (Bra) )
Analysis performed according to ND / Auasius nposenen no HJI: TTN012824/03-140119 (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)

Ne

Test / [loka3zaTenn

Result / PesyabTaThl |

1

Description / Onucanue

Complies / CooTBeTcTBYET |

smooth

_ Specification / Hopma__ : ]
Yellowish white round biconvex tablets with

/ bBenble ¢ KENTOBATHIM

surface.

OTTEHKOM KpPYTJIbIC ABOAKOBBITTYKJIBIE TabyeTkn
C rajKkom TOBCPXHOCTHIO.

Identification /
IToannHHOCTDL

Complies / CooTBeTcTBYeT

3

| Average weight and mass
| uniformity / Cpeansis macca
H OAHOPOAHOCTL MaCChl

308.8 mg/308.8 mr

Complies / CooTBeTCTBYET

nyKa

test  solution

Ha XpomMmarorpamme

OCHOBHOTO

pacteopa
HUMeCYITHAA

MHuKa Ha
CTaHJJapTHOTO

| The retention time of principal peak in the|
chromatogram  of
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»HBaHHS OCHOBHOIO
HCIIBITYEMOrO
pacTBopa HODKHO COOTBETCTBOBATH BPEMEHH
yIoepX HUBaHUs
XpomarorpamMmme
obpa3zua
«KonuuecTseHHOE ONpeAeNeHUE)

310 mg+5.0%/310 Mr £ 5,0 %

18/20 tablets —NMT = 5 %/
18/20 tabnetok —He Ooyiee = 5 %

2/20 tablets — NMT & 10 % /
2/20 TabneTok — He Oojiee = 10 %

should

(paznen

Dissolution / PacTeopenue

101%, 101%, 101%, 100%, 99%,
99%

5

Water / Boga

2.6%

Not less than 75 % (Q) of labeled amount of
C13H2N2OsS Nimesulide is dissolved in 45

minutes / He menee 75 % (Q) ot
HomuHansHoro copeprxanns Ci3H2N-0;5S
(uuMecynun) yepes 45 MuH.

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

Remarks: The Product conforms to ND /
IIpumeuanue: [Tponykt coorseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawouenue: OJOBPEHO

Prepared by /
IToarorosneno: Pawan Kumar

gt

Checked by /
ITpoeepeno: Naresh Kumar

—

Approved by: Manager / Executive /
Onobpeno: MeHemxep / PykoBoauTesb
Manoj Kumar

s

Print Date / '
Harta: 22.11.2022

Print Date /
Hara: : 22.11.2022

Print Date /
Hata : 22.11.2022
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Tel: +91 40 4900 2900, fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Page2 of 3/ Crp.2n33

Product Nise tablets 100 mg

[IponykT Hafiz®, Tabnetku 100 mr

Batch No / 1 V2202370 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001628570 Date of Analysis / 1 22.11.2022
AHaauTRYecKHil oTyeT No JlaTa ananu3sa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT.2025

Jata nponsBoacTBa I'onen go (BK)

Analysis performed according to ND / Ananus nposeaen no HJ: TIN012824/03-140119 {amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

No Test / [Toxazarenn |

Impurity A / [lpumecs A

Impurity B / ITpumece B
Impurity C / ITpumecs C

Impurity D / ITpumece D
[mpurity E / [Ipumecs E
Impurity F / IIpumecs F

Any unknown individual
impurity / EnuHnuHas

'Result / PesyabTarsl
6 |Related substances / PoagcTBeHHble TpUMecH

Less than LOQ (LOQ: 0.0057%)

0.03%
Not Detected

Below limit of detection (LOD:

0.0049%)
Not Detected
Not Detected

Less than LOQ (LOQ: 0.0143%)

i Specification / Hopma

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

| HeuaeHTHOULMpYyemast
l TIPUMECS
| Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
! npumeceit
B 2.0

7 | Uniformity of dosage units /
OnHOpPOAHOCTDb I03MPOBaAHUSA

| Acceptance value (AV) should be not more
| than 15.0 / IToxa3zarens npuemseMocTH (AV)
nomkeH OuiTh HE Gonee 15,0

a) Total aerobic microbial
count / Ofiee 4ncCiIO
aspOo6HBIX MUKPOOPTaHH3MOB

Less than 10 CFU/g/

Menee 10 KOE/r

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

|
|
‘ 8 Microbial limits / MukpoGuoJioruueckas Yucrora

Remarks: The Product conforms to ND / Conclusion: APPROVED /

IIpumeyanue: [IponykT cooTBeTcTBYET TpeboBannaM HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[Toarorosnexo: ]("‘ wan Kumar ITposepeno: Naresh Kumar Ono6peno: Menemkep / PykoBoanTes
%}} ﬁ"ﬂ" . K Manoj Kumar ittt

Print Date / | Print Date / Print Date /

Hara: 22.11.2022 Jara: : 22.11.2022 Hata : 22.11.2022

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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CEPTHOHKAT AHAJIN3A
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Product Nise tablets 100 mg

Ipoaykt Haiiz®, tabaetkn 100 mr

Batch No / : V2202370 Batch Quantity / : 25.00.000 tablets /
Cepusi Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001628570 Date of Analysis / : 22.11.2022
AHaAuTHYECKUH oTdyeT No JlaTa ananusa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT.2025

JlaTa NpoM3BOACTBA TI'open po (BKA)

Analysis performed according to ND / Awanus nposenen no HJI; T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 o1 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Result / PesyanTathl [ Specification / Hopma -
Less than 10 CFU/g / Not more than 100 CFU/g /
Menee 10 KOE/r | He 6oniee 100 KOE/r

| Test/Ilokasaresb

b) Total combined yeasts and
mould count / O61ee yucio
JPOMOKEBBIX U TIECHEBbIX
rpuboB

¢) E. coli

| Ne

'Shall be absent in 1g /
JloJKHBI OTCYTCTBOBATE B 1 T

Absent /
OrtcyTtcTBYyeT

Not less than 90.0 mg and not more than
110.0 mg Ci3H»N2OsS Nimesulide in tablet /
Or 90,0 Mr - 1ao 110,0 Mr Ci13H2N-OsS
(Humecynun) B TabieTke

9 | Assay / KonnuecrtBeHHoOe 100.4 mg/100.4 mr

omnpeaenenue

10 |Package / YnakoBka

11 |Labeling / MapkupoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabaerox B
[MBX/anoMununes om 6nucrepe. ITo 3
6JIHCTepa BMECTE C MHCTPYKUHMEH M0
MPUMEHEHHIO B MAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10 |
blisters and patient information leaflet in a
carton. / Ilo 10 -Tabmerok B IIBX /
anromMuuvesom Onuctepe. [lo 1, 2, 3 unu 10

Complies as prescribed /
| CooTBeTCTBYET TPEGOBAHHSM

ONUCTEPOB  BMECTEe €  WHCTPYKUMeH 1o
TIPUMEHEHHIO B Na4Ky KapTOHHYEO.
According to ND /

B cooTBeTcTBUMU ¢ H]J

12 |Storage conditions /
| XpaHenue

'Store protected from light below 25°C / B 3amuiueHHoM OT cBeTa MecTe IpH

TeMmneparype He Boie 25°C

13 |Shelf life / Cpok roanocTu

3 years / 3 rona

Remarks: The Product conforms to ND /
ITpumeyanne: [Iponykr coorseTcTByeT TpebGoBanusm HJI

Conclusion: APPROVED /
3akarouyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pawan Kumar

Guspn—

Checked by /
IIpoeepeno: Naresh Kumar

-

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoaunrtein
A Manoj Kumar .

Prfutiss

Print Date / s
Jara: 22.11.2022

Print Date /
Jata: : 22.11.2022

Print Date /
Jara : 22.11.2022
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