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(Product ¢ Nise tablets 100 mg
ITpoaykr :  Haiiz®, tabnetku 100 mr
Batch No / V2201770 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6bem cepuu 25,00,000 radnerox
Analytical Report No / : 040001638019 Date of Analysis / : 12.09.2022
AHaJUTHYECKHUI oTueT No JlaTa anaansza
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
JlaTa npon3BoAcTBa Iogen xo (BKuI)
Analysis performed according to ND / Anaaus nposenen no HJ{: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

LN Test / [lokazarean Result / PesyabraTsl Specification / Hopma |

1 |Description / Onucanue Complies / CooTeercTBYyeET | Yellowish white round biconvex tablets with|
smooth surface. / bBenble C KENTOBATBIM |
OTTEHKOM KPYTJIble ABOSKOBBINYKIIbIE TA0NETKH

C r11aAKOH NMOBEPXHOCTBIO.

2 | Identification / Complies / CooTBeTcTBYET 'The retention time of principal peak in the|

IoasuHHOCTL chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi ynep»kUBaHHs OCHOBHOTO
MUKa Ha  XpOMarorpamme  HCMbITYeMOro
pacTeBOpa AOMKHO COOTBETCTBOBATb BPEMEHH

yIaepXKUBaHHUA OCHOBHOT'O n1Ka Ha
| xpomarorpaMMe  pacTBOpa  CTaHAapTHOTO
obpa3ua HUMeECYuaa (pazzen

«KosmuecTBeHHOE OMpeaeaenue»)

3 | Average weight and mass 306.0mg/306.0 mr 1310 mg+5.0% /310 Mr=+5,0%

nifonmicy/EREIN AN MAcea Complies / CooTBeTCcTBYET 18/20 tablets —-NMT + 5 %/
H AANAPOTHNCTEL MACCLI .
| 18/20 Tabnetok — He bonee + 5> Y%

' 2/20 tablets — NMT + 10 % /
2/20 tabnetok — He Goyee = 10 %

4 | Dissolution / PacTBopeHne 96%, 96 %, 95%, 97%, 98%, 96% | Not less than 75 % (Q) of labeled amount of
C3H2N-0OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

| HomuHansHoro cogepxanus Ci3H2N>O;S

| | (Humecynun) yepes 45 MHH.

5 |Water/ Boaa ! 3.6% Not more than 6.0 % w/w / He Gosee 6,0 %
Remarks : The Product conforms_tb ND/ - Conclusion : APPROVED /
IIpumevanne: TlpoaykT cootBeTcTBYET TpeboBanusm HJJ Zaxawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hoaroroeneno: Ankit __ ITpoBepeHo: Pardeep Kumar Opnobpeno: Menemxep / PykoBoauTesb

A - { Amit Kumar N -
_:’_"’_.. ¢ = { '_./
Print Date / Print Date / Print Date /
Hata: 12.09.2022 Jara: : 12.09.2022 Jara : 12.09.2022
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Product : Nise tablets 100 mg [
Ipoaykr :  Haiiz®, tabnerku 100 mr

Batch No / : V2201770 Batch Quantity / : 25,00,000 tablets /

Cepus Ne O6bem cepuu 25,00,000 radneTok
Analytical Report No / : 040001638019 Date of Analysis / : 12.09.2022
AHANUTHYECKHH oTueT Ne Jara anaanza

Date of Manufacture / 1 AUG.2022 Date of Expiry / : JUL.2025

JAaTta npounssoacTea |Tonen po (Brc1)

Analysis performed according to ND / Ananus nposeaen 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 / u3am. Ne 2 ot 10.08.2020)

l Ne Test / IokasaTes Result / Pe3yabTaThl | Specification / Hopma
: 6 | Related substances / PoacTeennsle npumecH
o o 2 V)

Impurity A / Tlpumece A Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity B / TIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
|

Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity E / TTpumece E Less than LOQ (LOQ: 0.0186%) NMT 0.20 % / He 6osee 0.20 %

Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %

impurity / Eapanunas -

HeuaeHTUHPHIHpyemast

NpUMech

Total impurities / Cymma 0.07 % | NMT 1.5 % / He 6osee 1,5 %

Lp1IMeceii

7 | Uniformity of dosage units / 34 " | Acceptance value (AV) should be not more
OaHopoaAHOCTDL AO3HPOBAHUSA than 15.0 / Tloka3zatens npuemiaeMocTH (AV)
J0JIKeH ObITh He Oonee 15,0
8 Microbial limits / MquOGuOﬁoruqecKaﬂ YHCTOTA __'

a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g /

count / Obiee yucno <10 KOE/r He 6onee 1000 KOE/r

a>pO6HBIX MHKPOOPTraHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [TpoaykT cootseTcTBYET TpeboBanusam HJI 3axnwyenne: OJJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: Ankit - IlpoBepeno: Pardeep Kumar Onobpeno: Menemiep / PykoBonutens
K /[ P QC 7 Amit Kumar FX;V -

r | | o
Print Date / Print Date / Print Date /
Hata: 12.09.2022 Hara: : 12.09.2022 Hara : 12.09.2022

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJIH3A

Page30of 3/ Crp.3 u3 3

Product Nise tablets 100 mg

IMpoayxTr Haiiz®, Tabnerku 100 mMr

Batch No / : V2201770 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 Tabnetox
Analytical Report No / : 040001638019 Date of Analysis / 1 12.09.2022
AHAJIUTHYECKHIT oTyeT No JarTa avaausa

Date of Manufacture / 1 AUG.2022 Date of Expiry / : JUL.2025

JaTa npou3BoacTsa Togen g0 (BKUT)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

- Ne _Test / MokasaTeab Result / PesyibTats! | Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / [ Not more than 100 CFU/g /
mould count / Obwee uucno Menee 10 KOE/r | He 6onee 100 KOE/r
OPOHOKEBBIX W MJIECHEBBIX |
rpuboB
¢) E. coli Absent / | Shall be absent in 1g / |
OtcyTtcrByeT JomxHsbl oTcyTcTBOBaTL B 1 T
9 |Assay/ KoanuecTtBeHHoe 97.2 mg/97.2 mr Not less than 90.0 mg and not more than
. onpeaeneHne 110.0 mg Cy3HioN2OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr C;3H;2N>OsS
(numecynna) B Tabnetke
10 -Fackage / 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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabmerox B TIBX /
IBX/antomunues oM 6suctepe. [1o 2 | amomuuresom 6nuctepe. Ilo 1, 2, 3 unu 10
6nucrepa BMecTe ¢ UHCTpYKUMeH Mo | OMUCTEpOB  BMecTe C  MHCTpYyKLMeH 1o
MPUMEHEHHIO B MayKy KapTOHHYIO. | IPUMEHEHHIO B NauKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND / -
| CooteeTcTBYET TpeOOBaHHAM B cootsercTeuu ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3aluuujeHHOM OT cBeTa MeCTe MOpU
Xpanenue Temneparype He Bbiuie 25°C
13 | Shelf life / Cpok rogHocTu 3 years /3 rona B

IIpumeuanne: Ilponykr

Remarks : The Product conforms to ND /

COOTBETCTBYET TpeboBaHuaMm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Tlogrotosneno: Ankit

(

/,

Checked by /
IIpoBepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemiep / PykoBoaurens
Amit Kumar

=

S

Print Date /
Hara: 12.09.2022

Print Date /
Hata: : 12.09.2022

Print Date /
Harta : 12.09.2022
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