Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Page 1 of 3/ Crp. 1 u33

Product : Nise tablets 100 mg
Npoaykr  : Haiiz®, tabnetku 100 mr
Batch No / 1 V2100142 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0bem cepuun 25,00,000 Tabnerox
Analytical Report No / : 890001502496 Date of Analysis / : 30.01.2021
AHAIUTHYECKHUI oTueT Ne JlaTa aHanu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JlaTa npou3BOACTBA Toaen no (BK.I)
Analysis performed according to ND / Asanus nposenen mo HJI: TI N012824/03-140119 {amend Ne 1 from 08.06.2020 /
w3Mm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [loka3zaTennb Result / PesyabTaThl

Specification / Hopma

1 |Description / Onucanne Complies / CooTBeTcTByET

Yellowish white round biconvex tablets with
smooth surface. / bBembie ¢ XeaTOBaTHIM
: OTTEHKOM KpPYTJIbIe BOAKOBBITYKIIbIE TabNeTKH

| ¢ rnaaxkoi MOBEPXHOCTBIO.
|

2 |Identification / Complies / CooTBeTCTBYET
HoanuuuocTn

The retention lime ol principal peak in the
chromatogram of test solution should
corrcspond to retention time of principal peak in
Nimesulide standard solution chromatogram
undur Assay / Dpoma yucpamsuipia OCUOBIOTO
MMKa HAa  XPOMAarorpaMMe  HCTBITYyEMOro
pacTBOpa [OJDKHO COOTBETCTBOBATh BPEMEHH
yIepKUBAHHS OCHOBHOTO nHKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAApTHOrO
obpasua HUMeCYIHAa (pazpmen
«KonuyecTBeHHOE OnpeneneHme»)

3 | Average weight and mass 311.7mg/311.7 mr
uniformity / Cpeansis macca

Complies / CooTBeTcTBYET
H OJHOPOJHOCTH MACChI

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

18/20 tablets —NMT = 5 % /
18/20 tabnerok — He Gonee £ 5 %

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

4 |Dissolution / PacTBopenue 98 %, 99 %, 99 %, 100 %, 97 % , |Not less than 75 % (Q) of labeled amount of
102 % C13H12N->058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHansHOoro copepxanus Ci3H2N2OsS
(HuMecynuna) yepes 45 MUH.
5 |Water /Boxa 2.0 Not more than 6.0 % w/w / He 6onee 6,0 %

I

Kemarks ¢ | he I'toduct conformy o WD/ Coueluslon : APPROVED /
IIpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanuamM H/L 3axmwoyenne: QAOBPEHO
Prepared by / Cherked hy / Approved by: Manager / Exceutive /
[MoarorosncHo: LlpoBcpeno: Omnobperio: Mernemixep / PyxoBoguTeNb
Pardeep Kumar Himesh Kumar Manoj Kumar

: \ (sl
Print Date / Print Date / Print Date /
Ilara: .30.01.2021 Hara: 30.01.2021 Hara: 30.01.2021

[AL ™ __:Ih'l"uiuu LG, O a8 7 TNDaL TuLy, 3, :')ull_|.‘.|-J PLITS,. 1 :FUL PO = JUaG I, Fiel . LI

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy's ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page 2 of 3/ Ctp.2 n33

Product : Nise tablets 100 mg
IMpoaykr : Ha#s®, rabnerku 100 mr
Batch No / 1 V2100142 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Oo6bem cepui 25,00,000 Tabnerok
Analytical Report No / : 890001502496 Date of Analysis / : 30.01.2021
AHanuTudeckuii oTueT Ne JlaTa ananu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jata npousBoicraa Togen xo (BKJ)
Analysis performed according to ND / Ananus nposegen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N | Test / IlokazaTenan | Result / Pe3yabTaThl Specification / Hopma
6 | Related substances / PogcTBeHHbIe mpumecH
Impurity A / Tlpumecs A

NMT 0.20 % / He Gomnee 0,20 %

Not Detected
Impurity B / Ilpumecs B Less than LOQ (0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D /  lpumecs D Not Detected NMT 0.20 % / He Sonee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not Detected WMT 0.20 % / He Gunee 0,20 %
Any unknown individual 0.01% NMT 0.20 % / He 6onee 0,20 %
impurily / Eanrnunas '
HCHACHTHDHLMPYCMAast
TIpUMECh
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
MpUMCCCH
7 | Uniformity of dosage units / _ 3.5 Acceptance value (AV) should be not more
OaHopoAHOCTH JO3UPOBAHUSA than 15.0 / TTokasaresns npuemiemMoctu (AV)

JoJbkeH ObITL He Gosee 15,0

8 |Microbial limits / Mukpobuosornyeckas 4ucrora

| a) Total acrobic microbial 05 CFU/g/ Not more than 1000 CFU/g /
count / O6mmee yucno 05 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6wee yucno Memnee 10 KOE/r He 6onee 100 KOE/r
JPONCGKEBBIX U [UIECHEBBIX
rpuboB
¢} E. coli Absent in 1g/ Shall be absent in 1g /
OrtcyTctByeT B IT JIOMXKHBI OTCYTCTBOBATE B 1 T
Remarks : The Product conforms to NI/ Caonclusion + APPROVED /
ITpumeuanue: ITponykT cooTBeTCTBYET TpeboBaHusM H/T Saximwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBnEHO: [TpoBepeHo: Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar Qf’/ Himesh K.u:ar Manoj Kumar 1@ Q
Print Date / Print Date / Print Date /
Hara: .30.01.2021 Hata: 30.01.2021 Hata: 30.01.2021
RCEIGICred UIIce, 5-2-337, Roall N0, 3, Baljara HIlE, A yQerabid = STTUSHF AT, maii
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CERTIKICATE OF ANALYSIS

CEPTUDUHKAT AHAIHWSA

Page3of 3/Crp.3 m33

Product : Nisc tablcts 100 mg

Ipoaykr  : Haii3®, Tabneria 100 mr

Batch No / 1 V2100142 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepun 25,00,000 Tabnerok
Analytical Report No / : 890001502496 Date of Analysis / : 30.01.2021
AHaauTHYecKHH oTyeT No Hdara anasinsa

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

JAra nponssuiIcTRa T'open po (BK)

Analysis performed according to ND / Auanus nposeaen no HJI: I1 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)

| N Test / [lokasaTenn Result / Pe3yabTaThl i Specification / Hopma
9 | Assay/ KonnvecTBeHHOe 99.7 mg/ 99.7 mr Not less than 90.0 mg and not more than
onpenesenne 110.0 mg Ci3H,2N>0sS Nimesulide in tablet /

Or 90,0mMr mo 110,0mr Ci3HpN2OsS
(aumecynun) B TabneTke

10 |Package/ YnaxkoBka o

11 |Labeling / Mapxuposka

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. / ITo 10 Ttabnerok B|carton. / Tio 10 Tabnerox B IIBX /
[IBX/amomunresom 6mcrepe. [To 2 | amomunuesoM Gnuctepe. Ilo 1, 2, 3 w10
fnucTepa BMECTE C MHCTPYKUMEH IO | GIMCTEpOB  BMECTE ©  MHCTPYKUMEH 11O
MPUMEHEHHMIO B [TAUYKY KaPTOHHYIO.

MPUMEHEHHUIO B TTAUKY KapTOHHYHO.

Complies as prescribed /
CooTBETCTBYET TpeOOBaHUAM

According to ND /
B cooteercruu ¢ HJ

12 | Storage conditions /
XpaHeHue

Store protected from light below 25°C / B sammMumeHHOM OT CBeTa MeCTe INpH

Temreparype e Bere 25°C

13 | Shelf life / Cpox roanoctn

3 years /3 ropa

Remarks : The Product conforms to ND /
Ipumeuanue: [TpoayKT COOTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxiaouenne: OTOGPEHO

P

Prepared by / Checked by /
[Toarorosnexo: ITposepeHo:

Pardeep Kumar z Himesh(Kulrmii_’——_—__——/—3

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pykosoauteb

Manoj Kumar M

Print Date / Print Date / Print Date /
JHata: .30.01.2021 Hara: 30.01.2021 Jara: 30.01.2021
Registeren UITICE: R-2-33 1, KON N0, 3, Baigara HHIS, Hyderaoad - SUUUST, /4.1, [Namd
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