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Dr" REdd‘F S ‘. CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A Page 1 of 4
Product LEVOLET® R, solution for infusion 5 mg/ml
MpoAaykr JleBonet® P pactBop ans nHdyaum 5 mr/mn
Batch No / 1 .J10047 Batch Quantity / : 35000 units / eanHu,
Cepwus Ne O6bLem napTumn
Analytical Report No / : ARF/21/2111 Date of Analysis / : 29.09.2021
AHanuUTn4Yeckumn otyetr [data aHanusa
Ne
Date of Manufacture / - Sep -2021 Date of Expiry / : Aug -2023
Oarta npousBoacTBa NopeH no

Analysis performed according ND / AHanu3 nposeaeH no H: JICP-006904/09-240517 (amend Ne 1 from
03.04.2020 / nam. Ne1 ot 03.04.2020)

Ne Test / Nokasatenb Result / PesynbTathl Specification / Hopma
1 Description / Onucanwue Clear pale yellow solution / Clear or slightly opalescent pale
Mpo3payHbin 6neaHo-xenTbinyellow solution / MNpo3payHbI Unu
pacTtsop cnabo onanecumpyoLwwimii 6negHo-
XKENTbIN pacTBOp
2 Identification /
MoanuHHOCTL a) a) Complies as prescribed/ @) UV absorption spectrum of sample
Levofloxacin / B cooTBeTcTBUM C onucaHuem Solution at the wavelength 292+2 nm in
neBoNOKCaLMH the 10 mm cell should correspond to
that of the UV absorption spectrum of
the standard solution, as obtained in
the assay test. / YO-cnekTp
NOrmoLeHns NCMbITyeMoro pactaeopa
npuv 4JsiMHe BosHbl 29212 HM B KloBETE
C TorLwmMHom criod 10 MM gomKkeH
COOTBETCTBOBaTb Y®P-cnekrpy
MOrnoLEeHNs CTaH4apTHOrO pacTeopa
(pasgen «KonuyecTtBeHHoe
onpeaeneHune»).
b) Dextrose / aekcTposa b) Complies as prescribed/  |P) Red colour appears when heated /
B cooTBeTCTBMM ¢ onncaHuem KPacHOe okpalumsaHme npy
HarpeBaHuu
3 Clarity / Npo3payHocTb Complies/ CooTBeTcTBYET Opalescence of solution must not
exceed the opalescence of reference
suspension | / OnanecueHuus
pacTBopa He JOSMKHa NpeBbIlaTh
onanecueHuUMo aTarnoHHoN pacTteopa |
4 Colour Index / LiBeTHOCTb 0.030 NMT 0,9 at the wavelength 450 nm /
OnTuyeckas NIOTHOCTb pacTBopa
[omkHa ObITb He 6onee 0,9 npu onvHe
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL, 3akntovenune: OQOBPEHO
Prepared by / Checked by / —bocusigned by: Approved by: Manager/Executive /
(ﬂ%ggg&agzem: MpoBepeHo: '“ Yo (F?uo6peHo: Mer@ggﬁgégbé :
Vinay. Kandpal sssszspesreizr. | | VORIV o ala Srinivas Red
ApriEDEE Reprint Date / Reprint Date.], ooaa o o
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BOMHbl 450 HM.

PoacTteeHHble npymecu:

a) single known impurity / eanHn4Has
naeHTUuUMpoBaHHas NnpumMech

b) single unknown impurity
/ equHNYHas
HenaeHTUdULUMpoBaHHas NPUMeCh

5 pH 4.91 44-52
6 Particulate Matter / MexaHuyeckune
BKITHOYEHUS
Visible / Bugumbie
According to Rus. Ph. XIll/ B
Subvisible / Hesngumele Complies/ CooTtBeTcTBYET  [cOOTBETCTBUM C TpeboBaHusmu [P
X1
0 per vial /Ha donakoH = 10 ym particles - not more than 6,000
per vial/ Yactuubl pasamepom = 10 MKM
0 per vial /Ha dnakoH - He Bonee 6000 Ha donakoH.
= 25 ym particles - not more than 600
per vial/ Yactuupbl pasmepom = 25 MKM -
He 6onee 600 Ha dpnakoH
7 Extractable volume / 3Bnekaemblii Complies/ CooTBeTcTBYET Not less than nominal volume /
obbem He meHee HOMUHanNbLHOro
3 Density / [noTtHoCcTb 1.02 g/ml 09-11
9 Osmolality / 0.314 Osm/kg 0.280 — 0.330 Osm/kg /
OcmonAnbHOCTb 0,280 - 0,330 Ocm/kr
10 Related substances /

0.01 %

0.06%

a) Not more than 0,2 %/ He 6onee 0,2
%

b)Not more than 0,2 %/ He 6onee 0,2
%

Remarks : The Product conforms to ND/
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL,

Conclusion : APPROVED /
3aknro4enue: OQOBPEHO
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a) levofloxacin hemihydrate
(equivalent to levofloxacin) /
JleBodhnokcaumHa remurngpar (B
nepecyeTe Ha NeBodIOKCaLH)
b ) Anhydrous Dextrose /
[ekcTtposa

5.09 mg/ml / 5,09mr/mn

4.9 % wlv

c) Total impurities / Cymmbl pumecei 0.11 %
c) Not more than 2,0 % / He Gonee
2,0%
11 5-hydroxymethylfurfural / 5- 0.003 % Not more than 0,05 % / He 6onee
rMapoKCMMETUNypdyp on 0,05%
12 Pyrogenicity / Complies/ CooTtBeTtctByeT |Apyrogenic / [JomkeH 6biTb
MuporeHHoCTb anMporeHHbIM.
13 Bacterial endotoxin / bakrepuansHble | Less than 0.7EU/mg of NMT 0.7 EU/mg of levofloxacin /
9HOOTOKCUHbI Levofloxacin He 6onee 0,7 EQ/mr
nesodriokcaumHa
14 Abnormal toxicity / Complies/ CootBetctByeT |Should be non-toxic / JormkeH
AHOMarbHasi TOKCUYHOCTb ObITb HETOKCUYHBLIM)
15 Sterility / CTepunbHOCTb Complies/ CootBeTtctByeT |Should be non-toxic / JomxeH
ObITb HETOKCUYHBLIM
16 Assay/KonunuyecTteeHHoe
onpegeneHue 4,50 - 5,50 mg/ml / OT1 4,50 go 5,50

mr/mn

b) 4.5-5.5% wiv 45-55%

Remarks : The Product conforms to ND/
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL,

Conclusion : APPROVED /
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17 Package / YnakoBka

100 mL in a semitransparent
low-density polyethylene vial
equipped with a dust-
protective cap, with a loop on
the bottom, with a calibration
scale and internal packaging
code on the side surface of
the vial. 1 vial and a patient
information leaflet in a carton
pack.. /o 100 mn B
nosnynpo3payHbii drakoH u3
NonMaTUIeHa HU3KOM
NNOTHOCTN, CHAOXEHHbIN
Mnblne3awmnTHbIM Konnaykom,
C NeTnewn Ha JOHHOW YacTu, C
rpagynpoBOYHOM LLKAIION U
BHYTPEHHUM KOZAOM YMaKOBKM
Ha OOKOBOW MOBEPXHOCTH
dnakoHa. Mo 1
priakoHy C UHCTPYKUUen no
NPUMEHEHUIO
nomMeLlatoT B Nayvky
KapTOHHYIO..

100 mL in a semitransparent low-
density polyethylene vial equipped with
a

dust-protective cap, with a loop on the
bottom, with a calibration scale and
internal packaging code on the side
surface of the vial. 1 vial and a patient
information leaflet in a carton pack. A
temper-evident sticker with company's
logo can be on flap of a carton pack. /
Mo 100 mn B nonynpo3payHbIi
priakoH U3 NONU3TUNEHA HU3KOM
NAOTHOCTW, CHaOXEHHbIN
Nblfe3awuTHLIM KOMnayvkoMm, ¢ neTnemn
Ha AOHHOW YacTu, C rpagynpoOBOYHOM
LUKarnon n BHYTPEHHMM KOLOM
yNakoBKy Ha GOKOBOWM NOBEPXHOCTH
donakoHa. o 1 pnakoHy ¢
WHCTPYKUMEn rno

NPYMEHEHMIO MOMELLAT B NayKy
KapToHHYylo. Ha knanaHe navku
KapTOHHOW JonyckaeTcs

Hanuyune cTuKepa C JIoroTUMrom
OMPMbI 411 KOHTPOJIS NEPBOro

BCKPbITUA.

18 Labeling / MapkupoBska

According to ND /
B cootBetcTBumM ¢ HL

19 Storage conditions /

XpaHeHune

Protected from light below 25 °C. Do not freeze. / B
3alLMLLEHHOM OT cBeTa MecTe Nnpu TemnepaType He Bhiwe 25

°C. He 3amopaxwBaTb.

20 Shelf life / Cpok rogHocTM

2 years /2 ropa

Remarks : The Product conforms to ND/
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL,

Conclusion : APPROVED /
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