Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Page 1 of 3/ Crp. 1 u3 3

Date of Manufacture /
,_[[a'ra MPOHIBICTEA

Product : Nise tablets 100 mg
Tponykr : Haws®, raGnetku 100 Mr
Batch No / : V2100140 Batch Quantity / . 25,00,000 tablets /
Cepin N |OfLeM cepin 25,000,000 Tabnerox
Analytical Report No / : 590001502454 Date of Analysis / : 30.01.2021
Ananuriuecknil oTuer No Jlata aHaan3a

+ Jan.2021 Date of Expiry / : Dec.2023

Momen ao (rra)

Analysis performed according to ND/ Ananns nposenes no HJ: TTN012824/03-140119 (amend Ne | from 08.06.2020 /
wan, Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

Mo Test / IMokazaTene

Result / PesyabTatsl

Specification / Hopma

1 Description/ Onucanne

Complies [ CooTeeTcTByeT

Yellowish white round biconvex tablets with
smooth surface. / Benwme ¢ #elTOBATEIM
OTTEHKOM KPYTikle IEOAKOBLIMYKBIE TAONETKH
& FAaAKOA NOBEPXHOCTRID,

2 |Identification /
ToaaHHHOCTE

Complies [ CooteetcTRyer

NHKA HA  XPOMETOTPAMME  HCOLTYEMOTD
PAECTROPE NOJKHO COOTBETCTBOBATE BPEMEHH
YAEpPHHEAHHA OCHOBHOIO NHKa Ha
XPOMATOrpAMME  PAcTBOPA  CTAHAAPTHOID
‘ofpasua HHMECYIHAA (paznen

The retention time of principal peak in the
chromatogram  of  test  solution  should
correspond to retention time of principal peak in
Mimesulide standard solution chromategram
under Assay / Bpema ynepwHBaHHA GCHOBHOTD

#KOMHHECTBEHHOS ONPENENeHHes)

3 |Average weight and mass
uniformity / Cpeanss macca
H OAHOPOIHOCTE MACCEL

307.1 mg/307.1 mr

Complies / CooTseTcTBYET

0 mg+50%/310Mr=50%

1820 tablets - NMT = 5%/
18720 TadneTox — ue Hones = 5 %

2/20 tablets = NMT + 10 % /
2/20 TatneTok — He Gonee £ 10 %%

4  |Dissolution / PacTBopeHHe

95 %, 92 %, 98 %, 98 %, 97 %,

Nol less than 75 % {Qi of labeled amount of

a5 1% C13H1:N2058 nimesulide is dissolved in 45
minutes / He menee 73 % (Q) ot
HomuHaneHOro conepaanna O 3HiN20:8
(HHmccymun) wepea 45 mun
5 Water [ Boga 2.1 Mot morc than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeyanue: [ponyer cooteeTcreyeT TpeGosannam HIJ Jakawdenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroroBneHo: [Npoeepeno: Opobdpeno: Menemiep / PykogoanTens
Pardeep Kumar t - Himesh Kumar Manoj Kumar
Print Date / Print Date / Print Date /
Jara: .30.01.202] Hara: 30.01.2021 Hata: 30.01.2021

Weaisiercd (IHICe: B-2-337. Road Mo, 3, Banjara Hs, Hyderanad - S0003+, AP, Inidi

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Emal: mailigdmeddys. com
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHDHEAT AHAJTI3A
Page 20f3/Crp. 2m33

Product :  Mise tablets 100 mg
LlpoaykT + Hafiz®, taGnerrn 100 mr
Batch No / : V2100140 Batch Quantity / + 25,000,000 tablets /
Cepna No Oibem cepHu 25,00,000 TaGneTok
.-\u;l_vti::al Report No / : 890001502454 Date of Analysis / . + 30.01.2021
AnaanTHYecui oTueT No Jara ananuia
Date of Manufacture / : Jan 2021 Date of Expiry / : Dec.2023
JlaTa npoHIBOACTED Toaen o (Bia)
Analysis performed according to NI/ Awanus nposenen no HJI: TTN012824/02-140119 (amend Ne 1 from 08.06.2020 /
wam, No 1 or 08.06.2020, amend MNe 2 from 10.08.2020 / wam. Ne 2 ot 10.08.2020)

M Test/ Mogazarens | Result / PesyabTatl i Specification / Hopma

6 |Related substances / PoacTeennbie npavecn
Impurity A / [pumecs A Less than LOQ (0.0057%) NMT 0.20 % / He Donee 0,20 %
Impurity B / [Tpumece: B 0.01% NMT 0.20 % / He onee 0,20 %
Impurity C / Hpuneck C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpusece D Not Detected NMT 0.20 % ! He Gonee 0,20 %
Impurity E / Tlpumece E Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity 1/ Uprnecs T Mart Dletal WMT 0.20 % / Tle Sonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He doaee 0,20 %

impurity { EausisHas
en aenrTHdgHUHpyeMan

NPHMECH
Total impurities / Cymma 003 % NMT 1.5 % / He 6onee 1,5 %
npHMecei
7 | Uniformity of dosage units / 1w Acceplance value (AV) should be not more
OaHOPOAHOCTE A0THPOBANHA than 15.0/ IMokasatens npreMnesocts (AV)

noumeH DBITE HE Bonee 15,0

8 Microbial limits / Muxpofnogoriiecian SMcToTa

a) Total aerobic microbial 10 CFUig/ Mot more than 1000 CFU/g /

count / Odwee sucno 10 KOE/r He Gonee 1000 KOE/r

A3POGHEIX MUKPOOPIAHHIMOB

b} Total combined yeasts and Less than 10 CFU/g ) Mot more than 100 CFU/g /

mould count / Ofwee uncao Menee 10 KOE/T He donee 100 KOET

APOAAKEREIX W MTECHERBIX

rpution |

¢) k. coll AbsentTn T 7 Ehull e whsent fn [y /

Owyivisyer s 1 JOnaHe! GTCYTCTBOBATE B L T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanne: [ponykT cooTeeTcTRYET TpeboBarmam HJT Jaxmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

lloarorosneno: [Tpoeepeno: Onobpeno: Menenep [ PykosoauTens
Pardeep Kumar ’! Himesgjhrjr_”p Manoj Kumar
- - drpard
Print Date / Print Date / Print Date /
Hara: .30,01,2021 Jara; 30.01.2021 Hara: 30.01.2021
Registered Office: $-2-337, Road Mo. 3, Banjara Hills, Hydcrabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2099, Email: maili@drreddys.com

CIN: LES195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHANH3IA

Page3of 3/ Crp. 3 nal

Product Mise tablets 100 mg

Ipoavir Hai®®, tatoneren 100 mr

Batch No / : V2100140 Batch Quantity / : 25,00,000 1ablets /
Cepun Ne Oibem cepun 25,00,000 TabneTok
Analytical Report No / : 90001502454 Date of Analysis / : 30.01.2021
AHANHTHYECKHE oTHeT N Mata ananwia

Date of Manufacture / i Jan.2021 Date of Expiry / ; Dec.2023

JdaTa NpoHIBOACTBA Foaen Ao (BrA)

Analysis performed aceording to ND / Anaans nposesen no HI: [TN012824/03-140119 (amend Ne 1 from (08.06.2020 /
wim. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / sam_ Ne 2 ot 10.08.2020)

N Test / IokaaTeTs

Result / PesvabTars

Specification / Hopma

0 Assay / KosmyecreenHoe
olnpeaeneHne

07T mg /977 mr

| Package / ¥Ynaxoska

10 tablets in PV aluminum blister. 2
blisters and paticnl infeomation leallet
in a carton. / [lo 10 Tafinetok B
DM e nom Smerepe, Tla 2
GANGTOPD DMOTTR @ HIGTPYEL#E no
LI IR U DI LR) R LY A

Mot less than 90.0 mg and not more than
1100 mg C3H2N2058 Nimesulide in tablet /
Or 900mr mo 110,0mr  CiHppN2058
(HHMeCcynHa) B TadneTie

U tablets in PVCialuminum blister. 1, 2, 3 or 10|

Llisters and patient information leaflet in a

carton. |/ Tlo 10 vafneroxk B [IBX
amawmmenot fanerepe. o 1, 3, 3w 10
fuerdpon  omecy ¢ WHCTRPYRIHETE o

FUTHTRERT 1L LTS F VL VAR o Y ARLLLRR L

11  |Labeling / Mapxnposka Complies as prescribed / According to ND/
Cqmﬂm}rﬁ Tl:li_'ﬁnpﬂuunwﬂ R ranresrerenu r HI
12 |Storage conditions Store protected from light below 25°C / B alUMILEHHOM OT CBETE MEUTe LpH
' Xpanenne TeMneparype He peiwe 25°C
13 |Shelf life / Cpor roanocTh 3 years /3 rona

Remarks : The Product conforms to ND /
IMpameaanne: IpoaykT cooteeTcTRyeT TpebopannaM HJI

Conclusion : APPROVED /
Jarnwaenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loareToeneHo: MMpoeepexo: Ouobpeno: Menemxep / PykopoauTes
Pardeep Kumar Himesh K Manoj Kumar

- — (gl
Print Date / Print Date / Print Date /
Jara: .30.01.2021 Hara: 30.01.2021 Hara: 30.01.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2000, Fax: 9§ 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP19B4PLC04507
www.drreddys.com




