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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
Mpoaykt : JleBonet® P pactBop ang nHdysum 5 mr/mn
Batch No / : J10046 Batch Quantity / : 35000 units / eanHu,
Cepwus Ne O6bLem napTumn

Ne

Analytical Report No / : ARF/2
AHanuTnyeckun otyer

1/2105 Date of Analysis / : 28.09.2021

OaTta aHanu3a

Date of Manufacture /
[arta npousBoacTea

: Sep -2021

Date of Expiry / : Aug -2023
lopeH po

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 / MNokasaTtenb

Result / PesynbTathl

Specification / Hopma

1

Description / Onucanwue

pacTeop

Clear pale yellow solution / Clear or slightly opalescent pale
Mpo3payHbin 6neaHo-xenTbinyellow solution / MNpo3payHbI Unu

cnabo onanecuupyowmn 6negHo-
XKenTbl pacTBoOp

Identification /
MopnuHHOCTDL a)
Levofloxacin /
nesodnokcaumH

b) Dextrose / oekcTposa

a) Complies as prescribed/ @) UV absorption spectrum of sample
B cooTBeTCTBUM C onucanuem solution at the wavelength 292+2 nm in

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
MOrnoLeHNsa UCNbITYEMOro pacTeopa
npuv 4JsiMHe BosHbl 29212 HM B KloBETE
C TorLwmMHom criod 10 MM gomKkeH
COOTBETCTBOBaTb Y®P-cnekrpy
nornoweHns ctaHgapTHOro pacteopa
(paspen «KonunyectBeHHoe
onpeaeneHune»).

b) Complies as prescribed/  |P) Red colour appears when heated /
B cooTBeTcTBUM ¢ onucaHuem KPacHoe okpaluvsaHue npu

HarpesaHun

Clarity / Npo3payHocTb

Complies/ CooTBeTcTBYET Opalescence of solution must not

exceed the opalescence of reference
suspension | / OnanecueHuus
pacTBopa He JOSMKHa NpeBbIlaTh
onanecueHuUMo aTarnoHHoN pacTteopa |

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/
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL,

Conclusion : APPROVED /
3aknro4enue: OQOBPEHO

Prepared by / DocuSigned by:
NogrotoBneHo: Ey ,(Mv#m

OEF6BDESC1084B0...

Checked by / _
" ﬂpOBepeHO DocuSigned by:
{ T madhubs

71C4D59885A04B2...

oy

Approved by: Manager/Executive /
OpnobpeHo: MeHemxKep / ——nbocusigned by:
KoBoaOUTENb /’“ ‘\h

B306286B45FE421. ..

Reprint Date /
HaTa:

29-0ct-2021 | 2:16 PM I

| Reprint Date /

>'I"D|a.|.a.29—0ct—2021 | 3:46 PM H%

Reprint Date /
g: 29-0ct-2021 | 3:47 PM IST
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Product LEVOLET® R, solution for infusion 5 mg/ml
MpoAaykr JleBonet® P pactBop ans nHdyaum 5 mr/mn
Batch No / : J10046 Batch Quantity / : 35000 units / eanHu,
Cepwus Ne O6bLem napTumn
Analytical Report No / : ARF/21/2105 Date of Analysis / : 28.09.2021
AHanuUTn4Yeckumn otyetr [data aHanusa
No
Date of Manufacture / . Sep -2021 Date of Expiry / : Aug -2023
[arta npousBoacTBa lopeH po
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)

BOMHbl 450 HM.

PoacTteeHHble npymecu:

a) single known impurity / eanHn4Has
naeHTUuUMpoBaHHas NnpumMech

b) single unknown impurity
/ equHNYHas
HenaeHTUdULUMpoBaHHas NPUMeCh

0.01 %

0.06%

5 pH 4.87 4,4-572
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 / 0.305 Osm/kg 0.280 — 0.330 Osm/kg /
OcmonAnbHOCTb 0,280 - 0,330 Ocm/kr
10 Related substances /

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

Prepared by /
DocuSigned by:
I'Iop,rOTOBneHo:E

OEF6BDESC1084B0...

Checked by /

71C4D59885A04B2

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

ﬂpOBepeHo: DocuSigned by:
EI' madhubdbosoaTens /%&m

DocuSigned by:

Reprint Date /
[laTta;29-0ct-2021 | 2:16 PM IST [1aTa:

Reprint Date /
29-0ct-2021 | 3:46 PM ﬁ.

Reprint Date /
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MpoAaykr JleBonet® P pactBop ans nHdyaum 5 mr/mn
Batch No / : J10046 Batch Quantity / : 35000 units / eanHu,
Cepwus Ne O6bLem napTumn
Analytical Report No / : ARF/21/2105 Date of Analysis / : 28.09.2021
AHanuUTn4Yeckumn otyetr [data aHanusa
No
Date of Manufacture / . Sep -2021 Date of Expiry / : Aug -2023
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a) levofloxacin hemihydrate
(equivalent to levofloxacin) /
JleBodhnokcaumHa remurngpar (B
nepecyeTe Ha NeBodIOKCaLH)
b ) Anhydrous Dextrose /
[ekcTtposa

5.08 mg/ml / 5,08mr/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 /
3aknro4enue: OQOBPEHO

Prepared by / _
MoAroToBNEHO: ED“”S'Q““ by:

OEF6BDESC1084B0...

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

DocuSigned by:
[TI' madhubab¥*eoATen:

DocuSigned by:

Reprint Date / Reprint Date / Reprint Date /
Nata: 29-0ct-2021 | 2:16 PM IShara: Eg)—oct—ZOZI | 3:46 P"jgga;29—0ct—2021 | 3:47 PM IST
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Product : LEVOLET® R, solution for infusion 5 mg/ml

Mpoaykt : JleBonet® P pactBop ang nHdysum 5 mr/mn

Batch No / : J10046 Batch Quantity / : 35000 units / eanHu,
Cepwus Ne O6bLem napTumn

Analytical Report No / : ARF/21/2105 Date of Analysis / : 28.09.2021
AHanuUTn4Yeckumn otyetr [data aHanusa

No

Date of Manufacture / . Sep -2021 Date of Expiry / : Aug -2023

[arta npousBoacTBa lopeH po

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)

17 Package / YnakoBka 100 mL in a semitransparent |100 mL in a semitransparent low-
low-density polyethylene vial |density polyethylene vial equipped with
equipped with a dust- a
protective cap, with a loop on |dust-protective cap, with a loop on the
the bottom, with a calibration |bottom, with a calibration scale and
scale and internal packaging |internal packaging code on the side
code on the side surface of |surface of the vial. 1 vial and a patient
the vial. 1 vial and a patient |information leaflet in a carton pack. A
information leaflet in a carton temper-evident sticker with company's

pack.. /o 100 mn B logo can be on flap of a carton pack. /
nonynpo3spayHbin donakoH n3 Mo 100 mn B Nnonynpo3payHbii
NonMaTUIeHa HU3KOM bN1akoH 13 NONMaTUIEHA HU3KOM
NAOTHOCTN, CHaBXEHHbIN NAOTHOCTW, CHaOXEHHbIN

nbinesawmnTHbIM KOMNaykoM, [NbinesallMTHbIM KONnaykoMm, ¢ neTnemn
C neTnemn Ha AOHHOW YacTu, C |Ha JOHHOW YacTu, C rpagyMpoOBOYHON
rpagyMpoBOYHOM LLKASIOM N LLUKANION U BHYTPEHHUM KOLOM
BHYTPEHHUM KOAOM YMaKOBKM yNnakoBKM Ha HOKOBOW MOBEPXHOCTH

Ha GOKOBOW NOBEPXHOCTYU chnakoHa. o 1 chnakoHy ¢
dnakoHa. Mo 1 WHCTPYKUMEn rno
brakoHy C MHCTPYKLUMEN NO  [MTPUMEHEHMI0 NOMELLA0T B Nayky
NpUMEHeHUIo KapTOHHyI0. Ha knanaHe nayku
NOMeLLalT B Nayvky KapTOHHOW fonycKkaeTcs
KapTOHHY!O.. Hanuyne cTukepa ¢ oroTmUrom
MPMbI AN KOHTPOMS NEPBOro
BCKPbITUA.
18 Labeling / MapkupoBka According to ND /
B cootBetcTBumM ¢ HL
19 Storage conditions / Protected from light below 25 °C. Do not freeze. / B
XpaHeHune 3alluULLEHHOM OT CBETa MecCTe Npu TemMneparype He Bbilwe 25
°C. He 3amopaxwBaTb.
20 Shelf life / Cpok rogHocTK 2 years / 2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL, 3akntovenune: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

71C4D59885A04B2...
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