Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

[Product : Levolet R, film-coated tablets 500 mg
Iiponysxcr: Jlesoner® P, rabaerkn, mokpuituie micnounoi 06oao4icoii, 500 mr

Batch No / Cepus Na : B2100084

Batch Quantity / Odvem cepun: 122.800 KG /
122,800 KT

Analytical Report No / Ananuthyeckuit oraer Ne ¢
2002FP21000120

Date of Annlysis / Java anaansa: 28-01-2021

Date of Manufacture / JlaTa gpouasoicroa : JAN-2021

Date of Expiry / Cpox rognoctn : DEC-2023

Analysis performed according ND / Auanu nponcaen no HJ: JICP-005809/09-151019 i

Page 1 of 4/Crp. | m 4

No/

Tost / Teer

Results / Pesyanrarsl

Specification / Cocunduranss

Ne
.

Description f Onncanue

Camplies as prescribed /
CooTnercTyeT

White 10 off-white colored, modified
capsule shaped, biconvex film-coated
tablets engraved with "RDY™ on one side,
and on the other; "280". Cross cut
description: Off-white to yellow core /
Tabacren  KancynoBHaHod  dopmsl,
ABOAKOBLIHYKIIbIE, (IOKPLITbIE HASHOMHOIE
ofosoukobi, or Genoro ao nowrn Henoro
1Bera ¢ THoHenueM «RDY», na oauont
cropoue 1 «280» Ha apyro# ctopone, Ha
NOMEPEYHOM paspeie ~ SAPO OT NOYTH
Genoro AQ KCATOrG UBCTA.

1dentification / MloaasnocTn

3) Levofloxacin by HELC/
Jenodnorcaunn (BIAKX)

Complies as prescribed /
CooTsercrsyer

The retention time of the main peak on the
chromatogram of the test solution should
correspend to the retention time of the
main peak on the chromatogram of
levofloxacin reference standard selution
{section Assay). / Bpems yaepaaisauns
OCHOBHOMD  NWKA  HA  XPOMATOIPAMME
HCMIBITYEMO1'D PARCTREOPA AOMKHO
COOTRETCTBORATL: BPEMEHH YACPMHIUBAIHA
OCHORIIOND  MHKE HA  XPOALITONPAMMC
PACTRMY CTAHAAPTHOrD oGpasun
NCHOBRORCRLIHA (pasnesn
«Komriecrsennoe onpeaenenien).

b) Specific optical rotation f
Yaennnoe spawicnne

-103.997 /<103,99°

-~ 85.0010-115.00/
Ov - 85,0000 - 115,00

Average weight of tablets /
Cprepnun mueen inlineton

765 mg / 765 mr

769 mg £ 3.0 % (from 746 mg lo

792 mg)

T69 M & 3,0 % (e meniee 746 mr 11 He
Gonee 792 wmr)

Prepared by /
Tloargronneyo:

Remarks : The Product confirms to NDf
Ipumeuanse: Mpoaykr cootseteTsyer TpeGonanmnam HJl

Opinion : APPROVED
3axmosense: OJJOGPEHO

Checked by /
MNporepeno: %

Approved by: Manager/Executive {
Oa06peno: Menensep / Pycosojurents

{ Datc / Jlara; 28-01-2021

Date/ lava: 28-01-2021

Jd#fl 4
Date / Jara: 28-01-2;21

Reglstered Office : 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 500 034, Telengana, Indin. CIN : LB5195TG1984PLCO04S0?
Tet : +81 40 4900 2900, Fax : 49140 4900 2099 Emall : mall@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Manda!, Medchal Malkajgiri District, Pin Cade - 500 090,
Tefangans, Indie, Tel : 9140 4484 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AUAJIHZA

Product : Levolet R, film-coated tablets 500 mg
Mpoayxt: Jesasner” P, TabneTiil, HOKPLITLIC NIenowioii 06onoxoii, 500 mr

Batch No / Cepus Na : B2100084

2002FP21000120

Analytical Report No / Anannrnsecknii oruer Ne:

Batch Quantity / O6uem cepun: 122,800 KG/

122,800 KT"
Date of Analysis / [laTa auanusa: 28-01-2021

Datc of Manufacture / Jaa nponsuojncrsa : JAN-2021 |

Date of Expiry / Cpox roguoern : DEC-2023

Analysis performed according ND / Auaaus nposescs no H: JICP-005809109-1 51019

Page 2 of 4 /Cip. 2 w3 4

Test f Tecr

Results f Pe3yabTathl

Specification / Coenndiikanun

4 | Disintegration / PacnazacMocrs

04 min 36 sec/ 04 mun 36 cex

Not more than 30 minutes /
He Gonee 30 MHH

5 | Water / Boaa

36 %/3.6%

Not more than 7.0 % / He Gonee 7.0 %

6 | Dissolution / Pacrnopenne Unit-1 { TaGn-1 104% | Not less tha.n 80 % (Q) uf" CyHaFNaO4
T | Torn | (e st omin e s
Unit-3 / Ta6n-3 105 % | CisH:FN3Oq (nesodinoxcaunn) uepes
Unit-4 / Ta6n4 T R
Unit-5/Tabn-5 | 107%
 Unit-6 / Taba-6 104 %
7 | Related substances / Poacrsennpie npusecy

Method 1 / Memod 1

Method 2 / Memod 2

Levofloxacin N-oside/

Ennuuauasg

Total impurities /
Cymma npumeceii

Levofloxacin Related compound B
Jenodnoxcaiina npumecs B

Levofloxacin Related compound A /
Jlesodnokcaunna nprmecs A

Levofioxacin Related compound C /
Jenodaorcatunm npisecs C

Jlesonoreautmua N-okeng

Any unknown individual impurity /

HEeHASHTHHHLMPORAHHAS NPHMECh

Not detected / He ofnapyxena

Not detected / ve obnapymera

Not deleeted / ve obuapysena

Not detected £ ue obnapyxenn
Not detected / tie obuapyiietia

Not detected / He obHapysxeta

Not more than 0.1 % /
He Basee 0,1 %

Nol more than 0.2 % /
He Gonee 0,2 %

Not more than 0.2 % /
He Gonee 0,2 %

Not more than 0,3 % /
He Gonee 0,3 %

Not more than 0,2 % /
He Gonee 0,2 %

Not mare than 0.8 % ¢
He Gosnee 0,8 %

Remarks : The Product confirms 10 ND/
pumesawnc: Mponykr COOTBETCTRYCT Tpebopannam HJL

Opinion : APPROVED
3akmouenue: QJIOEPEHO

Prepared by /

Moarorosncno: g\

Checked by /
INpogepeno:;

%

Approved by: Manager/Executive ¢
Onobpeno: Menemxep / Pykosoanrens

/]

Date/ lava: 28-01-2021

Date / Jlara: 28-01-2021

Date / lava; 28-01-2021

Registered Office : 8-2-337, Road No. 3, Banjars Hills, Hydersbad - 500 034, Telsngena, India. CIN : L8S195TG1984PLC0O0O4S0?
Tei: 49140 4900 2900, Fax : +9140 49002999 Email ; mail@drreddys.com www.drreddys.com

Fectory : Survey No. 42, 45 & 46, Bachupally Viliege, Bachupally Mandat,
Telangans, india. Tel : 9140 4464 2202 & 2203, Fax :

Medchal Malkajgiri District, Pin Code- 500 090,

9140 4464 2276, www.direddyr.com




Dr.Reddy’s ".'.

ALYSIS

"CEPTHOHKAT AHAJTH3A

Product : Levolet R, film-coated tablets 500 mg

Npoaykr: Jdepovier™ I, TaGaerii, NORpLITLIE RAcHonoi 060104Ko0il, 500 mr

Ratch No / Cepust Ne : B2100084 Batch Quantity / O6bem cepiu; 122.800 KG /
122,800 KI'

2002FP21000120

Analytical Report No / AnanuTHuecknit oTaer N s Date of Analysis / laTa anannsza: 28-01-2021

Date of Manufacture/ fata npoisnoaeren : JAN-2021 [ Date of Expiry / Cpox reanocru : DEC-2023 —

Analysis performed according ND / Anaaus nposesen no HiL: JICP-005809/09-151019

Page 30f4/Cip. 31134

No/ .
N Test/ Tecr Results / PesyanraTii

Specification / Cneundrraunn

8 | Microbial cnumeration tests / Mukpoiinonoru4eckan uncroTa

JIPOROKERLIX W fnecrensty rpubos

a) Total Acrobic Microbial Count / Less than 1060 CFU/g/ Not maore than 1000 CFU/g /
Obuiee MHERO AIPOBHLIX MHKPO- Mesee 100 KOE/r He Sonee 1000 KOE/r
OPTAHHIMOR

b) Total Combined Yeast and Less thay 10 CFU/g ! Not more than 100 CFU/g /
moulds count / OBuice uncno Mence 10 KOFr He Gonee 100 KOE/

OrHOPOAHOCTEL NOIHPOBANKR

¢) Escherichia Cofi Absentin 1 gram ! T Shell b absent in 1 gram /
Orcyrcrayers in Orcyrcrauee | r
9 | Uniformity of dosage units / 19/19 Acceptance value (AV) should be not

more than 150, / [Floxarens
npnemacmocTr (AV) nomken OWTH He
Gonee 15,0,

10 | Assay / Konuucerentioe 497.5 mg (99.5%) /
onpegeacue 497,5 mr (99,5%)

From 4500mg to 5500mg of
CisHwFNiQy (levofloxacin) {(90.0% to
110.0% of fabel claim) per (ablet. /
Or 450,0 mr no 550,0 mr C3l4:0FN3Qy
(nerodmorcanun) {or 90,0 % a0 110,0 %
OT  HOMMHRIGHOTO  COACPXanWA) &

Tabnerke.
Remarks ; The Product confirms to ND/ Opinion : APPROVED
Npivenanue: [poavkr coorperernyert tpedosannam HII - Jakmogcnne: OJIOBPEHO

Prepared by / Checked by /

MoaroTosneno: ﬂ‘é _ lMposepeno: %

Approved by: Manager/Executive /
Onobperto: Menemiep / Pyxosogurens

U

Date/ fata: 28-01-2021 | Date/ [Jara: 28-01-2021

Date / Jlara: 28-01-2021 °

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, indla. CIN : LAS195TG1984PLCO04&S0?
Tel : +9140 4900 2900, Fax : 49140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Madchal Malkejgiri District, Pin Code - 500 090,
Telangans, Indie. Tol : 91404464 2202 & 2203, Fax ; 9140 4464 2276, www.drreddys.com



Dr.Reddy’s Q':"

CERTIFICATI OF ANALYSIS
CEFTHPUKAT AHAJIN3A

Product ; Levolet R, film-coated tablets 500 mg
Npoaykr: Jesoaer® P, Tabaerkn, nokpuITLie nienounoii 06osouxoit, SO0 Mr

Batch No / Cepus Na ¢ 32100084

122,800 KI'

Batch Quantity / O6nem cepun: 122,800 KG /

Analytical Report No / Anaasrauecknii orver No;
2002FP21000120

Date of Analysis / laTa ananuia: 28-01-2021

Date of Manufacture / /laTa npouisoacrsa : JAN-2021

Date of Expiry / Cpok roanccrn : DEC-2023

Analysis performed according ND / Auanna nposeaen no HJL: JICP-005809/09-151019

Pagc40f4/Cip. 413 4

Na/

J\Z Test { Tecr Results / Peaynsrarst Specification / Coensudukannn

I | Package/ Ynaxoaxa 10 tablets in PVC/aluminum | 10 tablets in PVC/aluminum blister.
blister, 1 blister and a patient | [ blister and 4 patient information leaflet
information leaflet in a carton, /{ in 2 carton, / [lo 10 Tabnetox 2
Ho 10 vabnerox v | MIBX/anomumsesom  Gnucrepe.  Fo
NBX/amoasimenos Oaucrepe. § 1 Gaucrepy BmecTe © HHCIpYKUMER RO
[lo 1 OGnauctepy emecTe © HPHMEHCHHIO YRAKoBaHbt 8  NAYKY
HHCTPYIIHEll MO NPUMEHEHMIO | KAPTOHHYIO.
YNaROBaHM B NAUKY KAPTOHHYIO,

12 | Labeling/ Mapxuposska According to ND / B cootsercraus ¢ HJL

13 | Storage conditions / Xpanenue At temperature below 25 °C. / TTpu Temneparype He Baiwe 25 °C.

14 | Shelf fife / Cpox rognoctn 3 years/ 3 rona

Remarks : The Product confirms to ND/
Npumeunnne: Mpoayxr cootaercTayet Tpebosanusm HJI

Opinion : APPROVED
Inmroucoue: OXOBPEHO

Prepared by /

Moarorosneno: Qg p

Checked by /

Iposepeno: %

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

‘

Datc / Jlara: 28-01-2021

Date / JaTa: 28-01-2021

Date / lata: 28012021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangans, India. CIN : L85195TG1984PLCO04507
Tel : 49140 4900 2900, Fax : $9140 4900 2999 Emali : mall@diraddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandsf, Medchal Malkajgirl District, Pin Code - 500 090,
Telengens, India, Tei ; 9140 4464 2202 & 2203, Fax : 9140 4464 2278, www.dmeddys.com




