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Product Nise tablets 100 mg

Mpoaykr Haiiz®, tabnerkn 100 mr

Batch No / 1 V2200497 Batch Quantity / :+ 25,00,000 tablets /
Cepusa Ne O61Bem cepuH 25,00,000 Tabsnerox
Analytical Report No / : 890001581588 Date of Analysis / : 30.03.2022
AHAIHTHYECKHI 0TUeT Ne JlaTa anajn3a

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JarTa npousBoAcTBa Togen go (BKA)

Analysis performed according to ND / Anajins nposejiet 1o HJI: T1N012824/03-140119 (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)

N

' Test / Noka3aTenb

Result / PesyasTars!

Specification / Hopma

1

Description / Onucanue

Complies / CooTBETCTBYET

C rIamKoin [IOBEPXHOCTHIO.

Yellowish white round biconvex tablets with
smooth surface. / bBenple ¢ KeJTOBATHIM
OTTEHKOM KpYIJIblE JBOSAKOBBIMYKIIbIE TabeTKU

Identification /
HoaauHHOCTH

Complies / CooTBeTCTBYET

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 / Bpemst yepXHBaHHsS OCHOBHOTO
fMKa Ha  XpOMArorpaMMe  HCIIBITYEMOro
pacTBopa [OJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KUBaHHA OCHOBHOTO yKa Ha
XpoOMaTorpaMMe ~ pacTeopa  CTaHAApTHOro
obpazna HUMECYIHAA (pa3pen
«KOoNM4eCTBEHHOE OTIPENEIEHUEN)

Average weight and mass
uniformity / Cpeansis Macca
¥ OIHOPOIHOCTbL MACCHI

310.3 mg/310.3 mr

Complies / CooTBETCTBYET

| 2/20 Tabnetok — He Gonee + 10 %

310 mg+5.0% /310 Mr £5,0 %

18/20 tablets - NMT £ 5 %/
18/20 Tabnerok — He Honee + 5 %

2/20 tablets —- NMT + 10 %/

| Dissolution / PacTBopenne

93 %, 96 %, 97%, 94%, 95%, 97 %

Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepskanust Ci3HaN2OsS
(uvmecynun) depes 45 MHH.

Water / Boga

34 %

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

Remarks : The Product conforms to ND /
Tlpumeyuanue: [IpogyKT COOTBETCTBYET tpeboBanusimM HII

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
[ToprorosneHg:
Ankaj

Checked by /
I[Iposepeno: Himesh Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBogutenb
Pavan Kumar Sharma [

2

e

£ ftr—/’—

S

Print Date /
Jara: 30.03.2022

Print Date /
IaTa: 30.03.2022

Print Date /
Jlarta: 30.03.2022
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Product Nise tablets 100 mg

IIpoaykr Hainz®, tabnerku 100 Mr

Batch No / 1 V2200497 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6Bbem cepuu 25,00,000 Tabnetok
Analytical Report No / : 890001581588 Date of Analysis / : 30.03.2022
AHanuTHYeCKHIl oTUeT No Jdarta ananusa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npou3BoACTBA Topen go (BK)

Analysis performed according to ND / Auann3 nposenen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IokasaTens ] Result / PesysibTarnl | Specification / Hopma
6 |Related substances / PogcrBeHHbIe NpUMecH
Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He Gonee 0,20 %
Impurity C / [Tpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
i Impurity D / TTpumecs D Not Detected NMT 0.20 % / He Gonee 0,20 %
|
Impurity E / [lpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F A NMT 0.20 % / He 6onee 0,20 %
..
Any unknown individual Less than LOQ (0.0143%) |NMT 0.20 % / He 6onee 0,20 %
impurity / Equanunas I
HeuaeHTudULMpyeMan
MpHMECh
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more
OAHOPOAHOCTL AO3HPOBAHHUS than 15.0 / [Tokasarens npuemneMocTH (AV)
JomxeH 6bITh He Honee 15,0
| 8 |Microbial limits / MukpoGuosornyeckas 4ucroTa B __
a) Total aerobic microbial Less than 10 CFU/g / [ Not more than 1000 CFU/g /
count / Obuee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB |
E‘b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O61ee yucno Memnee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX M MITECHEBBIX
rpubos

Remarks : The Product conforms to ND /
IIpumeuanue: [TponykT coorBeTcTBYET Tpebosanusm HJT

Conclusion : APPROVED /
Zaxauyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: % Iposepeno: Himesh Kumar Onobpeno: Menemxkep / PykosoauTeiis
Ankaj 'c-x_}/‘“"g Pavan Kumar Sharma o A rf::fw*
: . g
=
Print Date / Print Date / Print Date /
Hara: 30.03.2022 Jata: 30.03.2022 Hara: 30.03.2022

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
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
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Product Nise tablets 100 mg
HpoagyxTt Haiiz®, tabnerku 100 mr
Batch No / : V2200497 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001581588 Date of Analysis / + 30.03.2022
Ananuruyecknii oruer Ne Jata aHanuza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTta npoM3BOACTBa T'ogen go (BKT)

Analysis performed according to ND / Ananus nposexen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. No 1 ot 08.06,2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N Test / [lokazaTeanb Result / PesyabTaThl Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OTcyTcTBYET JIOIDKHEI OTCYTCTBOBAaTh B 1 T

9 | Assay/ Koanuecrsenuoe
omnpeaeneHne

99.2 mg/99.2 Mmr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3H;2N20s5S
(HumMecynua) B TabETKE

10 |Package/ YnaxkoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
[MBX/amoMunnes om Gnucrepe. Ilo 3

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 tabserok B IIBX /
amomunueBoM 6mmctepe. Mo 1, 2, 3 unu 10

COOTBCTCTByeT Tpe6OBaHHﬂM

GancTepa BMECTe C MHCTpyKUmei Mo | GIMCTEpOB  BMECTe € MHCTpYKuUMeH o
TMPUMEHEHUIO B NAYKy KapTOHHYIO. | IPHMEHEHHIO B NaUKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND / ]

B cooretcreuu ¢ HJL

12 |Storage conditions /
XpaHnenne

Store protected from light below 25°C / B 3awuiieHHOM OT CB€Ta MECTe MpH

Temneparype He Bolie 25°C

13 | Shelf life / Cpox rognocru

3 years / 3 rona

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

Ipumeuanue: [IpoaykT cootsercTryer Tpedosanuam HJI 3axmovenne: OJOBPEHO

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

IToarorosneHo: ) ITposepeno: Himesh Kumar OnobpeHo: Meremxkep / Pykosoanreib

Ankaj /fl/ | pavan Kumar Sharma V% __=
5 S R oz

>
Print Date / Print Date / Print Date / e
Jata: 30.03.2022 Hata: 30.03.2022 Jara: 30.03.2022
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