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CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIMEA

Page 1 of 3/ Crp. 1m3 3

Product Nise tablets 100 mg

Mpoayer Haiia®, Tatinetin 100 mr

Batch No / V2100204 [Batch Quantity / ¢ 25,00,000 tablets ¢
Cepun No Oduem ceprn 25,00,000 abnetox
Analytical Repori No / : 890001505993 Date of Analysis / : 30.03.2021
AHATHTHYECKHI oT4eT Ne JlaTa auanuia

Date of Manufacture / : Jan. 2021 Date of Expiry / ¢ Dec.2023

laTa nponzsoacTea

Tonen ao (Bra)

Amalysis performed according to ND / Ananu: nposeaen no HI: [1 MNO12824/03-140119 (amend Ne | from 08.06.2020 /
#ame. Ni 1 or 08.06.2020, amend N 2 from 10.08.2020 / wam. Ne 2 o7 10.08.2020)

[N |

Test / NMokazatens

Result/ PesyasTaTel

| Specification / Hopma

1 Description / Onucanne

Complies | Cootsercrayer

2 Identification /
IMuainnusers

Complies / Contrevoreyer

|The retention time of principal pcak in the

Yellowish white round biconvex tablets with |
smooth surface. / Benmle ¢ xenToBaTeM
OTTEHKOM KPYIIibie ABOAKOBLINYK/ME TA0NETEH
C MMAIKOH NOBEPXHOCTEIO.

chromatogram  of ftest  solution  should
carrespond to retention bime of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpesa vacpmHEAHHS OCHOBHOMD
MHKA  HA  XPOMATOrPAMME  HCNBITYEMOTO
PACTEOPa AONMAHO COOTBCTCTROBATH BpEMCEHH

YOEPHHBAHHA OCHOBHOMD NHKa Ha
Ymumorpam M pﬂ.CTDO['m l.".l'l,l]]ﬂﬂFIT]ID ro
obpasua HHMECYIHaa (pazaen

«KonuiccTsentoe onpenenetmen)

3 | Average weight and mass
uniformity / Cpeannn macea
H 0HOPOTHOCTE MACCH

3043 mg / 3043 mr

Complies / CooTeeTcTyeTr

I0mg£50%/310mMr£50%

18/20 tablets — NMT + 5 %/
18/20 TaBnerok — e Gonee + § %

2720 tablets — NMT £ 10 % /
2/20 Talnerok — ve Gonee + 10 %

4 | Dissolution / Pacreopenne

89 %o, 90 %, 92 %, 91 %, BT %,

Not less than 73 % (Q) of labeled amount of

a2z 94 CisHyaMN=20558 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHANEHOrO conepwanmun C)sH 2Na0:S
(HuMecynua) vepes 45 Mun.
5 |Water / Boga 2.3 Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product contorms to ND /
Hpumesanne: | lponykr cooteeTeTBYET TpeboanmmM HIl

Conclusion : APPROVED/
Janouenne: OJJOBPEHO

Manager / Executive /

Onobpeno: Menepkep / Pykosoaurens

4.

Prepared by / Checked by / Approved by
[oarorosneqo: [1poeepena:

Pardeep Kumar I-IimesihKué”_/Q Pawan Kumar
Print Date / Print Date / Print Date /
Hara: 30.03.2021 Hara: 30.03.2021 Jlra: 30.03,2021

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderahad - 300034, AL, India
Tel: 91 40 4900 2900, Fax; 91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AFP1984PLCON4507
www. drreddys, com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®PHEKAT AHAJIH3IA

Page20f3/Crp.2m3 3

Product Mise tablets 100 mg

[Mpoaywr Hai#iz®, Tadnerss 100 mr

Batch No / T V2100204 Batch Quantity / : 25,00,000 tablets /
Cepun Mo Obbem cepHn 25,00,000 TadneTox
Analytical Report No / : 800001505903 Date of Analysis / + 30.03.202]
AHANHTHYECKH T 0THeT No Jata anaausa

Date of Manufacture / : Jan.2021 Date of Expiry / : Dec2023

JlaTa npoHiBoACTE: TI'ogen ao (BKnA)

Analysis performed according to ND / Amanns nposeges no HJI: [T N012824/03-140119 (amend M 1 from 08.06.2020 /
wim. Ne 1 ot 08.06.2020, amend Mo 2 from 10.08.2020 / wam. Ne 2 o7 10.08.2020)

Ni Test / [MokazaTens | Result / Pesyantatn | Specification / Hopma

6 |Related substances / Poacrsenniie npuvecn
Impurity A / Ipumece A [ Not Detected NMT 0.20 % / He Gonee 0,20 %
Impunly B / ITpumece B Less than LOQ (.0084%) NMT 0.20 % [ He Gonee 0,20 %
Impurity C/ Tlpnseen U Mol Detosted TNAT 00 %% 7 Hue Gy 0,20 %
Tmpaurity T}/ Mpusecs T Mat Detected NMT (20 % / He fomee 0,20 %
Impirity F { Mpusaeen F RO (Mieregard Ares 817) MMT 0,20 %/ He Goaes 0,30 1,
Impurity T/ Tposeen, T Mot Lvetaoted BT 0,20 %6 4 Tle Guires 0,20 74
Any unknown individual 2% WMT 0.20 % / He Gonee 0,20 %
impurty / EAHHH4HaR
F[EHHEHTHI'I'IHHHﬂ}'HMFI'If
TPHMECE
Total impurities / Cymma 0.04 % NMT 1.5 %/ He Gomes 1,5 %
npHmecer

|7 Unilormily ol dosage units / 54 Acceptance value (AV) should be not inuie
OanopoanocTs 103HPOBAHKA than 15.0 / TlokazaTenk npreMaeMocTH (AV)
gomses SuTE He Sonee 15,0
|
8  |Microbial limits / MukpoGnonornueckas 4ucToTa

a) Total aerobic microbial
count / Ofuee yuean
AIPODHBIN MHKPOOPTaHAIMOR

Less than 10 CFU/g /
Menee 10 KOET

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

b) Total combined yeasts and
mould count / Ofnee yueno
APORKEREIX H TUIIECHEERIX
rpHioe

Less than 10 CFU/g /
Menes [0 KUET

Mot more than 100 CFU/g /
He bomee 140 KOE/T

c) E. coli

Absent in 1g /
Oreyrereyers Ir

Shall be absent in 1g/
JIOUTACHEL OTCYTETROBETE B | T

Remarks : The Product conforms to ND /
TIpumeqanne: [poaykr cootsercTRyeT TpedoraHnam HII

Conclusion : APPROVED /
Jakmoyenue: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TMoprorornewo: [Ipoeepeno: Opodpeno: Menemkep / PyKoBoIHTENL
Pardeep Kumar i Hime:shKuéjl_Q Pawan Kumar

Print Date / Print Date / Print Date /

Jara: 30.03.2021 Hara: 30.03.2021 Hata: 30.03.2021

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, A.F. India
Tel: 91 40 4900 2900, Fax: &1 40 4900 2999 Email: maili@dmeddys.com
CIN: LES195AP 1 984PLCO04507
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Dr.Reddy’s Q¢
CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIH3A

Page3of 3/ Crp. 3 m3d

Product : Mise tablets 100 mg
_l'!puu}'lrr : Hais®, rabnersw 100 mr

Batch No / T V2100204 Batch Quantity / : 25,00,000 tablets
Cepun Ne Oduem cepun 25,00,000 TatneTox
Amalytical Report No / » 890001505993 Date of Analysis / 1 30.03.2021
AHATHTHYECKHA oT4yeT N Mata anaania

Date of Manulaciure / : Jan, 2021 Date of Expiry / : Diec.2023

daTa nponiBoncTea TFoaen Ao (Br)

Analysis performed according to ND / Anaan: npoeegen mo HJL: ITNO12E24/03-140119 (amend Me 1 from 08.06.2020 /
wam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / wam. Na 2 or 10.08.2020)

Ne | Test/ Moxasaren | Hesult / PesyantaTto Specification ! Hopma
9 Assay / Konmuecisennoe 96.2 mg / 96.2 Mr Mot less than 90.0 mg and not more than
UL P LB 110.0 mg CisHzN-055 MNimesulide in tablet /

Or 900wmr me  1100mr  CHpN2058
(HHMecyAHA) B TabneTie

10 |Package/ ¥naxoska 10 tablets in PVC/a luminum blister, | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
3 blisters and patient information [blisters and patient information leaflet in a
leaflet in a carton. / Tlo 10 tabnerok s [carton, / [lo 10 taGnetoxk & TIBX /
MBX/amomunues oM Dauctepe. [To 3 | amomuamenom Gaucrepe. Tlo 1, 2, 3 wm 10
DnHCTEpa BMECTE © WHCTPYKUMER no |GnMCTEpoE  BMECTE ©  MHCTPYKUMEH o

APHMETATHIG I MAYKY KAPTOHHYEY. | OPHMCHCHHED B TAYKY KAPTOHHYH,
11 |Labeling / Mapkuposia Complies as prescribed / According to ND /
L Be e rEyer 1peboBiHHEM B cooTeeTcTEHM ¢ H,
12 Storage conditions / Store protected from light below 23°C / B samuleHHOM OT CBETA MECTE MpH
Xpanenne TEMIIEpaType He Bhle 25°C

13 |Shelf life / Cpox rognocTs 3 years / 3 roma

Remarks : The Product conforms to ND / Conelusion : APPROVED /
Hpumeyanne: [poaykt cooTRercTByeT Tpebosannam HJT Jaxmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
MoaroTosneHo; [Mpoeepeno: Onobperno: Menemwep / PykoBoguTens
Pardeep Kumar ﬁ Himcsi;marJ’/D Pawan Kumar 3

Print Date / Print Date / Print Date /

Jara; 30.03.2021 Hara: 30.03.2021 Hara: 30.03.2021

Registered Office; 8-2-337, Road Mo, 3, Banjara [Tills, TTyderabad - 500034, AT, India
Tel: 91 AD AQ00 2900, Fax: 91 40 4900 2909, Email: mailindmreddys.com
CIN: LESI95AP 1 984PLCOMMS07
www, drreddys.com



