Dr.Reddy’s Q¢

CEITHOHKAT AHAJIH3A

Batch No / Cepust Na: B2100100

Product : Levolet R, film-coated tablets S00 mg
pagysr: Jenoaer® P, Tabacrrn, norpuThie nacHownoil obosounoil, 500 mr

122,290 KT

Batch Quantity / O6uem ceprur: 122.290 KG/

Analytical Report No / Amaawrnueckuii oryer No:

2002FP21000121

Date of Analysis / {ava ananmia;: 28-01-2021

Date of Manufacture { lata npominoscrus ; JAN-2021

[ Date of Expiry / Cpox reauocr : DEC-2023

Analysis performed according NI / Ansaus nposeacn no Hjl: ICP-005809/09-151019
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No¢
N

Test/ Teer

Results / Pesyanyars

Spectfication / Cocundurxnins

1

i)esrrip:hnl Onncanne

Complics as prescribed /
Coomercmyer

White to offswhite colored, modificd
capsule shaped, biconvex film-caated
tablets engraved with "RDY™ an one side,
and on the olher: "280% Cross ot
deseription: (fTwhite to yellow core £
TaGacrsw  xancynoniauail  dopas,
ZUORKORNYRALIE, ROKDEITIE NICHORHOT
oborousnil, or Geroro g0 nevTi Benore
wera ¢ wmenciien «RDY», ua oanoll
cropose # «2X0% i apyrodt cropone, Ha
AONEPSUIOM PIIPET = HAPO OT DONTH
Henore 30 EETOre HBeTA.

Identification / [ToanunnocTs

a} Levofloxacin by HPLC /
Jeaodmoxcarpn (BIXKX)

Complies as preseribed /
Coorscrcrayer

The retention time of the main prak on the
chromategram of the test solulion should
correspond to the retention time of the
main peak on the chromalogram of
levoflosacin reference standard solution
{section Assay), ¢ Bpems ynepmmusanin
OCHOBHOFC NHKd M3 XPQMM‘O!’F&NMC
HCTILITYeMOTD pacTnopa BODEHO
COOTBETCTRORRTL BPCMEHI YACPIHEAHIN
QCHOBHOTO  NHKE  HY  XPOMABTOrpaMse
paciaepa CTRMARD a1 ofpasua
sienodaoncaing (paracs
«Konnuccraennoe onpengneniies),

b) Specific optical rotation /
Yacamawoe apaicune

-104.80° /-104.80°

-85.0010 - 115.00/
Or - 85,0000 - 115,00

Average weipht of tablets /
Cpennan macea 1abacror

769 myg i 769 mr

769 mg + 3.0 % (from 746 mgto

792 mg) s
709 wr = 3,0 % (ne Menee 146 My u e

Bonce 792 wr)

Remarks : The Product confirms to ND/ Opinion : APPROVED

Hipumeuanne: Npoaykr coorsercrayer tpeGosannsm HIl 3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Moarororneno: flporepeso: % Onaolpeno: Menemxep / Pyxopoanrens
. : i

Date / Jtara: 28-01-2021 Dale / Hara: 28.01-2021 Date / lara: 28-(?3(.2‘021

Ragistered Office : 8-2-337, Road No. 3, Banjars Hifls, Hyderabad - 500 034, Telangans, India. CIN : L85195TG1984PLCO04S0?
Tel : 49140 4900 2900, Fax ¢ #9140 4900 2999 Emall : mail@dmeddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bechupally Village, Bachupslly Mandsl, Medchal Malksjgiri District, Pin Code - 500 090,
Telangana, Indls, Tel : 9140 4464 2202 & 2203, Fax; 9140 4464 2276, www.drreddys.com
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CEPTHOHKAT AHAJIH3A

[Product: Levolet R, film-coated tablets 500 mg
Npoayxr: Jevoaer® P, taGnerxn, nokpraruie nacnonnolf obonoukoii, 500 mr
Batch No / Cepus Ne : B2100100 Batch Quantily / Ofnem cepun: 122.290 KG /
: 122,290 KT' ,
Analytical Report No / Ausanrwucckuit orver Na ; Date of Analysis / lara annnusa: 28-01-2021
12002F 21000121 | |
| Date of Manufacture //lata nponssoserna : JAN-2021 Date of Explry / Cpox roanocrn : DEC-2023
(Analysis performed according ND / Aunasans nposesen no HI: JICP-005809/09-151019

Page 2074/Crp. 2 w34
! Test/ Teer Results / Peyyantaras Specification / Cneunduxninn
4 | Dislategration / Pacnansemocts, | 04 min 41 sec/ 04 w41 con Not mare than 30 minutes /
He Bouee 30 mun
Water / Boaa 3.6%/3.6% Not more than 7.0 % £ He Gosee 7.0 %
Dissolution ¢ Pacraopesie Unit-§ / Tabn-} 104% | Not fess than 80 % (Q) of CiHFN;O4
o ~4 {levolloxacin) aller 30 min / He mence
Unit-2/ Ta6a-2 14% 120w {Q) o1 HoMMMRABHOMO COnEpHKanR
Unit-3/ Tabn-3 104% | CuaHFN;O¢ (nenodaoxcainin) wepes
; 30 mum,
Unit-4 / Te6a-4 108 %
Unit-5 / TaGa-5 102%
Unir-6 7 Tabn-6 103 %
7 | Related substances / Poactaennsie mprisecn
Method | / Memoo |
Levofloxacin Related compound B | Not detected / ne obuapymena | Not more than 0.1 % /
Jesodnoxcawa npusecs B He Gonee 0,1 %
Method 2/ Memon 2 :
Levofloxacin Related compound A 7 Not detected / ue oGap Hena Not more than 0.2 % /
Flesodmorcauta npisecs A He Gonee 0,2 %
Levofloxacin Related compound C 7 | Not detected / ne obnnpyxena | Not more than 0.2 % i
Jlesodnoscama npusecs C He Bonee 0,2 %
Levoflosacin N-oxide / " Not more than 0.1 %, /
Tevodnorcansin Nooxoon Not detected / ne obrnpywera He Gonee 0.3 %
. Not d
Any unknown Individual impurity ¢ ot hetected / we obunpymenca Not more than 0.2 % /
Ensmivusag He Gonee 0,2 %
HeugenTudmunponamus NPAMCCL
Total impurities / Nai detecied £ we ofapyswena | Not more than 0.8 % /
Cymna npumecefi He Gonee 0.8 %

Remarks : The Product confirms to ND/ Opinion : APPROVED
| Ipumcunime: Tipoaykr coorsercrayer 1peGosanuam HA 3axaiouenwe: OJIOBPEHO
:;repared by/ | Checked by / Approved by: Manager/Exccutive /
OAFOTOBACHO Mponepeno; Onobpeno: Meucaxep / Pyxosonureas
Date/ Jlara: 28-01-2021 Date / lava: 28-01-202] Date / Nava: 28-01-2612 1

Registered Office : 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 600 034, Telangana, Indfa. CIN: L85195TG1984PLC004507

Tol : 49140 4900 2900, Fax ; +91 40 49002999 Emall : mall@dmreddys.com www.drred

Factory : Survey No. 42, 48 & 46, Bachupally Villsge, Bachupally Mandal, Medchal Malkalgi District, Pin Code - 500 090,
 Tolangens, Indis. Tel : 9140 4464 2202 & 2203, Fax ; 9140 4464 2276, www.drreddys.com
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CEPTUOHKAT AHAJIH3A
Product : Levolet R, film-coated tablets 500 mg
Rpoaykr: Jiepoaer® P, tabaerin, noxprmaie nacnounolt oloaouxoit, 500 mr
Batch No / Cepus Ny : B2100100 Batch Quantity / O6nem copun: 122,290 KG /

: 122,290 KT’

Analytical Report No / Anaaurnyeckuit oraer Ne : Date of Analysls / Tara anamqza: 28-01-2021
2002FP21000121
Date of Manufacture / /lava nponinoacrus ; JAN-2021 | Date of Expiry / Cpok ronocts : DEC-2023
Analysis performed according ND / Anaaws aporeaen no HJL: JICP-005809/09-151019
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ﬁj:;’ Test/ Teer Results 7 Pesyantarse Specification / Coeundruraiim
8 | Microbisl enumeration tests ¢ MuxpoSuonurntecras [I—
a) Total Aerobic Microbial Count / Less than 100 CFU/g / Not more than 1000 CFLifg /
OGuuce uneno a3pobusix siKpo- Menee 100 KOE/r He Gonee 1000 KOE/
OPrAmINGS
b) Total Combined Yeast and Less than 10 ClFU/g / Not more than 100 CFU/g /
moulds count / O6iwee uncno Meuee 10 KOE/r He Soace 100 KOE/r
APOAOKEEHIX # NACCHERLIN rPpUbos
¢} Escherichia Col Absent in | gram / Shell be absent in 1 gram /
Oreyrevsycra i r Oreyrersien I 1
9 | Uniformity of dosage units / 19719 Acceptanice value (AV) should be not
Ontopoanocts p0Inposanms more than 150. / Tlokasarens
npuesnesorti (AV) acmwen Gorre s
Gonce 150,
10 | Assay/ Koanvecraesnitoe 498.5 mg (99.7%) / From 4500mg to 35500mg of
oupeseacuse 498.5 ur (99,7%) CuHaFN;O,; (levofloxacin) (90.0% to
110.0% of label claim) per tablet, ¢
QOr 4500 mr a0 5500 mr CipHagFN;O4
(nenoduorcannn) (or 90,0 % a0 1100 %
OT  HOMHHAMLHOPNG  coaepwamiig) 8
{ Tabaerre. :
Remarks : The Product confinms to ND/ Opinion : APPROVED
Npumeyanne: Nponyky coorscrersyer Tpebobannam HI Jaxaouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarovomaenc: [Mposepeno: g Onobpeno: Meneaxep / Pykosogurens
| ' 4
Date / Jlara: 28-01-2021 Date / llara; 28-01-2021 Date / dura: 28-01-2021

Registered Office ; 8-2-337, Road Na. 3, Banjars Hills, Hydersbad - 500 034, Telangana, Indis. CIN ; LES195TG1984PLCO04507
Tol : 9140 4900 2900, Fax : +9140 4900 2999 Emall : mail@drreddys.com www.drred

Factory : Survey No, 42, 45 & 46, Bachupally Village, Bachupslly Menadsl, Medchal Malkajgiri District, Pin Code - 800 090,
_Tolangaira, Indle. Tel : 9140 4484 2202 § 2203, Fax: $140 4464 2276, www.drreddys.com



Dr.Reddy’s Q$¢

ERTIFI A

CEPTHGUEAT AHAJH3A

Product : Levolet R, film-coated tablets 500 mg
fpoaywcrs Jlenosrer® P, TaGacticn, nokputTiee nacuounoll obonouxod, S00 mr
Batch No / Cepus Ne : B2100100 '

122,290 KT'

Batch Quantity / OGnem cepun: 122.290 KG /

Analytical Report No / Anaawrrnuccxsii orsier Ne :
2002FP21000121

Date of Analysis / fama ananunza: 28-01-2021

Date of Manufacture / JliTa nponsnosicrna : JAN-2021

Date of Expiry / Cpok rognocry : DEC-2023

Analysis performed according ND / Awgans uposeaen no HJE: JICP-005809/09-151019

. Pagcdof4/Crp. 43 4
N .
§“ Tost / Teer Results 7 Peayanrares Specification { Caeugdmscnan
1| Package ! Ynacones 10 tablets in PVC/aluminum | 10 tablets in PVCialuminum blister.
blister. 1 blister and a patient | 1 blister and & patient information feafict
information lesflet in g carton. /{ in a carten. / Tlo 10 Tabuerox 8
flo 10 Tabnerox s | NIBX/anomnmennsn  Ganerepe,  Tlo
NBX/amomuunesom Gnncrepe. | | Grerepy ameere ¢ sucrpykunefi 1o
Mo 1 Gmicrepy 8MeCTE <] NpHMEHSHMID  YRAKOBSHEE B  fAYKY
HECTPYRIMGH 0O NPHMEHCHNIO | REPTOHHYIO.
YHAKORAHK B fEANKY KAPTORIYIO,
| 12 | Labeling/ Mapkuposxs According ta ND 7 B coorsercrann ¢ Hi
| 13 | Storage couditions / Xpanenue Attemperature below 25 °C. 7 Nipu resncparype ne aptie 25 °C.

e

Shelf life f Cpox roavoeTs

3 years /3 roaa

Remarks : The Product confirms to ND/ Opinion : APPROVED
m e Ie: Tlponyxs cooTsereTRyeT TpeGopanism | 3axmonenne: OJIOGPEHO
?I“Nfﬂd byt Checked by / Approved by: Manager/Executive /
DAPOTORIRHO: l%;__ lposepens: g OzoGpeno: Mesesokep / Pyxosonurens
v v E z(
Date / Jlava: 28-1-2021 Date/ flava: 28-01-2021 Date / [lava: 284}1‘;0”

Rugistered Office : 8-2-337, Roed No. , Banjara Hills, Hydersbad - 500 034, Talangana, India. CIN : L85195TG1984PLCO04507
Yol : 49140 4900 2900, Fax: 4914049002999 Email; mail@drreddys.com www.drmeddys.com
Factory : Survey No. 42, 45 k45, Bachupally Vitlage, Bachupally Mandal, Medchal Malkajgir District, Pin Code - 500 090,

Telangans, Indis. Tol : 9140 44642202 & 2208,

Fax: 9140 4464 2276, www.drreddys.com



