Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A
Page 1 of 3/Crp.1u33

Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnerku 100 mr
Batch No / : V2101077 Batch Quantity / + 25,00,000 tablets /
Cepus No O6bem ceprin 25,00,000 Tabnerox
Analytical Report No / : 890001531838 Dato of Analysis / < 3N 0A 2021
Anajaurndcckuii oTuet No Jlara anaau3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npoH3BoACTBEA I'opex ao (RK)
Analysis performed according to ND / AHanws npogejied no HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

Ne Test / [lokazaTejb Result / Pesyasrarsi Specification / Hopma

1 | Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bensle ¢ KeATOBaThIM
OTTEHKOM KpYIJible ABOSKOBBIMYKIIbIE TabIETKH
€ TIANKQT TOBEPXHOCTRIN

[ ]

hentibication / Cuinplive { CocTmereTnyes Tha ratantion time of principal peak in the
IMoaaHInoCcTh chromatogram  of test  solulion  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi yJlep/KMBaHHA OCHOBHOIO
n¥Kka Ha  XpOMarorpaMMe  MCIBITYEMOro
pacTBOpa AODKHO COOTBETCTBOBATH BPEMEHM

yAepKUBAHUSA OCHOBHOTO IHKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOTO
obpazua HUMeCYnu/ia (paznen

«KonuecTBeHHOE OMPEAETIEHHE)

3 | Average weight and mass 308.1 mg/308.1 mr 310 mg + 5.0 % /310 Mr L 5,0 %
::r::ft:;)m:)tyﬂ/ (cfp:ﬁ;sl:iacca Complies / CooTBETCTBYET 18/20 tablets —-NMT £ 5 %/
AHOPOAROCT ! 18/20 TabneTok — He Gonee = 5 Y%

2/20 tablets - NMT £ 10 % /
2/20 Tabnerok — He Honee + 10 %

4 | Dissolution / PacTBopenne 98 %, 97 %, 97 %, 96 %, 96 %, Not less than 75 % (Q) of labeled amount of
96 % C13H2N20sS nimesulide is dissolved in 45
minutes / He medee 75 % (Q) ot
nwomuHanshoro conepxkanus CiaHiaN2OsS
(HMMecynum) uepes 45 MUH.

5 | Water / Boxa 22% Not more than 6.0 % w/w / He boaee b,U %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipnumeuanne: [TpoyKT COOTBETCTBYET TPEOOBAHUAM HJT 3axsouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: [TpoBepeHo: Ono6peno: Menemxep / Pykosonurenb
Pardeep Kumar Ii Himesh Kumar ‘ _ Pawan Kumar g
Print Date / Print Date / Print Date /

Hata: 30.06.2021 Jara: 30.06.2021 Hata: 30.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email; mail@drreddys.com '
CIN: L85195AP1984PLCO0O04507 '
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 2 of 3/ Crp.2 u33

Product : Nise tablets 100 mg
Ipoaykr : Hainn®, rabrerkn 100 Mr
Batch No / : V2101077 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6beM cepHH 25,00,000 Tabnerok
Analytical Report No / : 890001531838 Date of Analysis / : 30.06.2021
AHaJuTHYECKHIT oTueT Ne Jlara ananu3za
Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024
Jarta npousBoicTBa Tonen no (Bxa)
Analysis performed according to ND / Ananus npoeeaen nmo HJI;: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloxasarenn | Result / Pe3yabTaThl | Specification / Hopma
6 | Related substances / PoacTBeHHbIe BpHMecH
: 0, 0,
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6ouee 0,20 %
Impurity B / llpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Less than LOQ (0.0075%) NMT 0.20 % / He 6onee 0,20 %
Tmpurity ) / TTpumecs D Not Detected NMT 0.20 % / He 6anee (0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Tinpurily B/ Tlpumesss F Not Detected WMT 020 %/ Hes Tvnee 0,20 %
f"ul}‘ u.uLuuwu dividual Less than LOQ (U.0143%) WMT 0.20 %6/ 11 Guaen 0,20 96
impurity / EnuHnuHas
HenaeHTMpUUpyeMas
MpHMCCD
Total impurities / Cymma 0.01 % MNMT 1.5 % / Ho 6osico 1,5 %
rnpumecei
7 | Uniformity of dosage units / 2.9 Acceptance value (AV) should be not more
OnHOpOIHOCTH JO3UPOBAHUS than 15.0 / [Tokazatens npuemiaemMocth (AV)

| JIoskeH ObiTh He Gonee 15,0

8 |Microbial limits / MuxpoGuonornyeckas 4ucTOTa

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / O61ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOBHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / Obimee ynciio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOXKKERKIX U MITECHERRIX
rpuboB
c) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyTtcTBYeT B 1r JomxHb! oTcyTCTBOBaTE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: Ipoaykr coorsercTByeT TpeboBanuam HJ 3akmovenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarororneHo: IIpoBepeHo: Onobpeno: Menemxep / Pykosonutens
Pardeep Kumar (\ﬁ— Himesh Klg;r)_L_/___‘ Pawan Kumar
e . &'_‘
Print Date / Print Date / Print Date /
Harta: 30.06.2021 JlaTta: 30.06.2021 Jata: 30.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AT 19840 LC0O04507
www.drreddys.com



Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page3 of 3/Crp.3u33

Product Nise tablets 100 mg
Hpoayxr Haiiz®, tabnerku 100 mMr
Batch No / : V2101077 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001531838 Date of Analysis / : 30.06.2021
AHaJMHTHYECKHH oTUeT No HaTa ananu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JaTta npou3BoacTea T'open po (Bx)

Analysis performed according to ND / Auanus nposeaen no HJI; TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [Toka3zaTteanb Result / Pe3yabTaThl Specification / Hopma
9 | Assay/ Koanuecrsennoe 99.0 mg/ 99.0 mr Not less than 90.0 mg and not more than
onpeaeeHHe 110.0 mg C;3H2N20sS Nimesulide in tablet /

Or 90,0mr pmo 110,0mr
(ummooy i) b TadaoTIO

Ci3Hi2N2OsS

10 | Package / Ynakonwa

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Tlo 10 Talnetox B
TTRX/amoMunKer oM Smuctepe. o 2
Onucrepa BMeCTE ¢ MHCTPYKLHMEH IO
TIPUMEHEHHIO B I1a4Ky KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tadmerok B IIBX /
amoMHHUeROM Gmwctepe, TTo 1) 2, 3 wnu 10
GMUCTEPOB  BMECTE C  UHCTPYKLHeH o
NPHUMEHEHHIO B AYKY KAPTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CootBetcTBYeT TpeCOBaHUAM

According to ND /
B cooteerctBun ¢ HJJ

12 |Sforage conditions /
Xpanenue

Store protected from hght below 25°C0 / B 2amumeHHoM 0T cBeTa MecTe TIpH

TeMmneparype He Bhie 25°C

13 | Shelf life / Cpox roaHocTn

3 years/ 3 rona

Remarks : The Product conforms to ND /
Ilpumeyanue: IIpoaykt cooTBercTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneno: IposepeHo: Onobpeno: Menemxep / PykoBoautens
Pardeep Kumar QL Himesh Ku&_’/’f—:ﬁ‘ Pawan Kumar “g—(

Print Date / Print Date / Print Date /

Hara: 30.06.2021 Hara: 30.06.2021 Hara: 30.06.2021 -
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