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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHM3A
Page 1 of 3/ Crp.1u33

ﬁ’roduct Nise tablets 100 mg
IMpoaykr Haiia®). Tadnerku 100 mr
Batch No / 1 V2202392 |Batch Quantity / : 25,00,000 tablets /
Cepun No Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001628096 Date of Analysis / : 21.11.2022
AHasnTu4yecknii oruer Ne JlaTta ananusa
Date of Manufacture / : OCT.2022 Date of Expiry/ : SEP.2025
HaTa npoussojcrsa I"'onen g0 (BKa)
Analysis performed according to ND / Ananus nposegen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020), amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

ZNQ B Test / IlokazaTenn

Result / PesyabTaThl

| Specification / Hopma :

1 |Description / Onucanue

Complies / CooteercTByeT

2 Identification /
IMoanuHHOCTL

Complies / CoorsercTByer

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XeaTOBaTbIM
OTTEHKOM KPYTJIble IBOSKOBBINYKIIbIE TaONETKH
C ITaKo¥ MOBEPXHOCTELIO.

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 yaepKMBaHHA OCHOBHOIO

NMKa Ha  XpOMaTtorpaMMe  HCHBITYEMOro
pacTBOpa [JOIDKHO COOTBETCTBOBATH BPEMEHU
YIAEPXKHUBAHUS OCHOBHOTO nuKa Ha
XpomaTtorpaMMe  pacTBOpa  CTaHHAPTHOro
o0pazia HUMeCYIuaa (pazmen

«KonuuecTBeHHOE onpeneneHre»)

3 | Average weight and mass
uniformity / Cpeausist macca
| H OXHOPOAHOCTH MAaCChl

311.4mg/311.4 mr

Complies / CoorsercTBYyET

310mg+5.0% /310 Mr+ 5,0 % o

18/20 tablets —NMT + 5 %/
[ 18/20 Tabnerok — ne 6onee £ 5 %

2/20 tablets - NMT £ 10 %/
2/20 tabseTok — He 6onee £ 10 %

4  |Dissolution / Pacreopenne

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

Not less than 75 % (Q) of labeled amount of
Ci3H;2N20;5S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaTbHOrO coaepxanvs Cj3H»N>OsS
(HuMecyrnun) uepes 45 MUH.

5 Water / Boaa

2.6 %

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

T{emarks: The Product conforms to ND /
I pumeuanne: IlpoaykT coorsercrayer Tpebosanmsam HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoaroroenexo: Nareg,h Kumar
LY

<
—

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykj.gomwenb

Manoj Kumar @u ok,
| >

Print Date /

Mara: 21.11.2022

Print Date /

Hara: : 21.11.2022

Print Date /
Hata; 21,11,2022
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]T’roduct : Nise tablets 100 mg

Mpoaykr :  Haiz®, radnerku 100 mr

Batch No / 1 V2202392 Batch Quantity / : 25,00,000 tablets /

Cepua No Obnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001628096 Date of Analysis / : 21.11.2022
AHanuTHYecKHH oTyeT No JlaTa ananusa

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

Jata nmpoussoacrea INoxeH po (BiT) |
Analysis performed according to ND / Anaaus nposeaen no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
(m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

: .& Test / IlokazaTen Result /_Pe3yanan,l | Specification / Hopma
6 | Related substances / Pojcreenusie npumecn

: - 200 900

Impurity A / Tlpumecs A Below limit of detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0019%)

Impurity B / TTpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Tlpimech C hoflelected NMT 0.20 % / He Gonee 0,20 %
Impurity D / Tpumecs D i NMT 0.20 % / He Sonee 0,20 %

. Below limit of detection (LOD:
[mpurity E / Tlpumecs E 0.0062%) NMT 0.20 % / He 60see 0.20 %
Impurity F / ITpumecs F Below limit of detection (LOD: NMT 0.20 % / He 60onee 0,20 %

0,
Any unknown individual 0.0045%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas 0.02%
HenAeHTHGHUMpYeMast
NpUMEChH
Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npUMecent
7 Uniformity of dosage units / 25 Acceptance value (AV) should be not more |

OaHopoaHOCTL XO3UPOBAHMSA than 15.0 / Tlokazarens npuemnemoctu (AV)

noJpkeH ObITh He Gonee 15,0

8 | Microbial limits / MukpoGuosoruueckas 4yucrora
a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /
count / Obuiee umco Memnee 10 KOE/r He 6onee 1000 KOE/r

| a3poBHBIX MUKPOOPraHU3MOB

Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpameuanue: [TpogykT cooTBeTCTRYET TpeGoBanusaM HJT 3akmaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hoaroroeneno: Naresh Kumar | ITposepeno: Pardeep Kumar Onobpeno: Menenxep / Pykorosintens
Manoj Kuma _?]

@1{/ Q)(p anoj Kumar @9_‘4
Print Date / Print Date / Print Date /
MlaTa: 21.11.2022 Jara: : 21.11.2022 Hara: 21.11.2022
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Product Nise tablets 100 mg

Mpoaykr Haiiz®, tadnetkn 100 mr

Batch No / : V2202392 Batch Quantity / 1 25,00,000 tablets /
Cepus No Ob6bem cepun 25,00,000 tabnerox
Analytical Report No / : 890001628096 Date of Analysis / : 21.11.2022
AHaauTudecKHii oTuet No JlaTa ananusa

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

HaTta npoussoncrea |Togen mo (BKIT)

Analysis performed according to ND / Awaaus nposesen no HJ: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3mM. Ne ] ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 oT 10.08.2020)

' Ne Test / ITokazatean

_' Result / PesyabTarTn

| _ Specification / Hopma

b) Total combined yeasts and
mould count / OBuiee uncno
IPOXKIKEBBIX U [JIECHEBBIX
rpuboB

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

') E. coli

Absent /
Otcytcryer

.Not more than 100 CFU/g /
He 60see 100 KOE/r

Shall be absent in 1g/
JomxHe! oTcyTcTBOBaTE B 1 T

9 |Assay/ KoanuecrBenuoe
onpegejeHne

101.2 mg/101.2 mr

Not less than 90.0 mg and not more than|
110.0 mg C;3H;2N>0sS Nimesulide in tablet /

| Ot 90,0 MI pitle] ] 10,0 Mr C]3H1:NgOsS
(auMecyun) B TabneTke
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
/in a carton. / o 10 Tabnetok B|carton. / ITo 10 Tabuerox B I[IBX /
IBX/anomyHnes om Giuctepe. ITo 3 | anoMuHHEBOM 6ancrepe. ITo 1, 2, 3 wmu 10
bincTepa BMecTe ¢ MHCTpyKuMel Mo | 6iucTepoB  BMecTe ¢ WHCTPYKUHEW o
NPHMEHEHHIO B MAUKy KAPTOHHYIO. | IPUMEHEHHIO B [TAYKY KAPTOHHYIO.
11 | Labeling/ Mapkupopka Complies as prescribed / According to ND / ]
CoorBeTcrByeT TpeboBaHMAM B coorserctern ¢ HJJ
i | =
12 |Storage conditions / Store protected from light below 25°C / B samuuieHHOM OT cBeta MecTe npH
XpaHeHnne TeMIeparype He Beilie 25°C
L 13 ‘ Shelf life / Cpok roanocru 3 years/ 3 rona -

Remarks: The Product conforms to ND /
Hpumeuanne: [IponykT cootsercTayeT Tpeboanmsm HJT

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Naresh Kumar

<

Checked by /
ITposepeno: Pardeep Kumar

-~

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykoeonnrens

Manoj Kumar Mok {LLL( :

Print Date /
Hara: 21.11.2022

Print Date /
Hara: : 21.11.2022

Print Date /
Hata : 21.11.2022

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: L85195AP1984PLCO04507

www.drreddys.com



