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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A Page 1 of 4
Product LEVOLET® R, solution for infusion 5 mg/ml
Mpoaykr JleBonet® P pactBop Ans nHdyaum 5 mr/mn
Batch No / : . J10045 Batch Quantity / : 35000 units / eguHuy,
Cepusi Ne O6bem napTum
Analytical Report No / : ARF/21/2100 Date of Analysis / : 27.09.2021
AHanuUTn4yeckKnmn otyet [OaTta aHanusa
Ne
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
[ata npousBoacTBa FopeH po

03.04.2020 / n3m. Ne1 o1 03.04.2020)

Analysis performed according ND / AHanu3 nposegeH no HL: JICP-006904/09-240517(amend Ne 1 from

Ne Test / MNokasaTenb Result / PesynbTathl Specification / Hopma
1 Description / Onucanwue Clear pale yellow solution / Clear or slightly opalescent pale yellow
MpospayHbin  BnegHo-xenThivsolution / MNpo3payHbiv unn cnabo
pacTtsop onanecumpyrowmin 6negHo-XenTbin
pacTteop
2 Identification /
MoanMHHOCTL a) a) Complies as prescribed/ @) UV absorption spectrum of sample
Levofloxacin / B cootBeTcTBUM ¢ onucanmem 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. / Y®-cnektp nornowieHns
MCMbITYeMOro pacTteopa npu anvHe
BOMHbI 292+2 HM B KIOBETE C TOSLLMHON
cnosa 10 MM omkeH COOTBETCTBOBATb
Y®-cnekTpy NornoLeHnst CTaHaapTHOro
pacTtBopa (pasgen «KonuyecteseHHoe
b) Complies as prescribed/ onpegenexHune»).
b) Dextrose / nekcTposa B cooTBeTCTBMM C ONUCaHUEM
b) Red colour appears when heated /
KpacHoe okpaluvMBaHue npv HarpeBaHun
3 Clarity / Npo3payHocTb Complies/ CooTBeTcTBYET Opalescence of solution must not
exceed the opalescence of reference
suspension | / OnanecueHumsa pactsopa
He [OoJKHa NpeBbIlaTh onanecLueHUmo
3TanoHHou pacteopa .
4 Colour Index / LiBeTHOCTb 0.030 NMT 0,9 at the wavelength 450 nm /
OnTuyeckas NIOTHOCTb pacTBopa
[jomkHa 6bITb 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 / _ Approved by: Manager/Executive /
MoaroToBeHo: (— Pocusioned by: MposepeHo: pocusioned® | Opo6peHo: M%H%ngbEyKOBODMTeﬂb
OEF6BDE5C1084B0... S99EA4505CCT4E].. %%
Reprint Date / Reprint Date / Reprint Date / . . .
,ElaTal -0ct-2021 | 10:45 AM I‘:Tp'a.l.% -0ct-2021 | 12:35 PN Asta . 14-0ct-2021 | 1:29 PM IST
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Product : LEVOLET® R, solution for infusion 5 mg/ml

Mpoaykr : JleBonet® P pacTtBop ANnsa UHgy3um 5 mr/mn

Batch No / : . J10045 Batch Quantity / : 35000 units / eguHuy,
Cepusi Ne O6bem napTum

Analytical Report No / : ARF/21/2100 Date of Analysis / : 27.09.2021
AHanuUTn4yeckKnmn otyet [OaTta aHanusa

Ne

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

[ata npousBoacTBa FopeH po

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

BOJHbI
450 HM.
5 pH 4.89 4,4-5.2
6 Particulate Matter /
MexaHun4yeckne BKITYEHUs
Visible / Bugumbie

According to Rus. Ph. XIll/ B
Subvisible / HeBngnmelie Complies/ CooTBeTcTBYET cooTBeTCTBMM C TpeboBaHuamu e XIll

2 10 ym particles - not more than 6,000

7 per vial / Ha cpnakoH. per vial/ Yactuubl paamepom = 10 MKM -
He 6onee 6000 Ha chbnakoH.
0 per vial / Ha dprnakoH. 2 25 pym particles - not more than 600

per vial/ Yactuupl pasmepom = 25 MKM -
He 6onee 600 Ha dnakoH

7 Extractable volume / N3Bnekaembinn| Complies/ CooTBeTCTBYET Not less than nominal volume /
o6bem He meHee HOMWHanNbLHOrO

8 Density / [noTHoCTb 1.02 09-11

9 Osmolality / 0.308 0.280 — 0.330 Osm/kg /
OcmonaAnNbHOCTb 0,280 - 0,330 Ocm/kr

10 Related substances /

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

a) single known impurity / 0.06 %

eAVHNYHAan noeHTUUUMPOoBaHHas

np1umech

b) single unknown impurity 0.06 % b)Not more than 0,2 %/ He 6onee 0,2 %

/ egnHNYHasn
HenaeHTUdnUnpoBaHHas

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL, 3akntovenune: OQOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
MoaroToBneHo: DocuSigned by: I"IgposepeHo: bocusigneaty: | OHOBPEHO; MeHgmuep / PykoBoauTens

Yo
OEF6BDES5C1084B0.. @ma/ %%
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npUMech 0.11% c) Not more than 2,0 % / He 6onee 2,0%
c) Total impurities / Cymmbl
npumMecen
11 5-hydroxymethylfurfural / 5- 0.003 % Not more than 0,05 % / He 6onee 0,05%
rmgpokcumeTundypdyp on
12 Pyrogenicity / Complies/ CooTtBeTcTtByeT  |Apyrogenic / [JomxeH ObITb
MuporeHHoOCTb ANUPOreHHbIM.
13 Bacterial endotoxin / Less than 0.7EU/mg of NMT 0.7 EU/mg of levofloxacin / He
BbakTtepunarnbHble 3HAOTOKCUHBI Levofloxacin bonee 0,7 EQ/Mr neBodnokcaumHa
14 Abnormal toxicity / Complies/ CooTBeTCTBYET Should be non-toxic / [lomxeH ObITb
AHOMarnbHas TOKCUYHOCTb HETOKCUYHbIM)
15 Sterility / CTepunbHOCTb Complies/ CootBeTctByeT  |Should be non-toxic / JomkeH ObiTb
HETOKCUYHbIM
16 Assay/KonunyectBeHHoe
onpegeneHue 4,50 - 5,50 mg/ml / Ot 4,50 oo 5,50
a) levofloxacin hemihydrate 5.11 mg/ml/5.21mr/Mn |mr/mn
(equivalent to levofloxacin) /
JleBodnokcaunHa remurugpar (8
nepecyete Ha NeBodrioKcaLH)
b ) Anhydrous Dextrose /
[lekcTposa 4.9 % wiv b) 4.5 -5.5% w/v 4,5-5,5%

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

Conclusion : APPROVED /
3aknro4enune: O0OBPEHO

Prepared by /
NogrotoBneHo:

DocuSigned by:

OEF6BDESC1084B0...

Y

Checked by /

IMpoBepeHo: DocuSigned by:
l E@ZZ L
599EA4505CC74E

B..
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17 Package / YnakoBka 100 mL in a semitransparent |100 mL in a semitransparent low-density
low-density polyethylene vial |polyethylene vial equipped with a
equipped with a dust- dust-protective cap, with a loop on the

protective cap, with a loop on |bottom, with a calibration scale and
the bottom, with a calibration |internal packaging code on the side
scale and internal packaging |surface of the vial. 1 vial and a patient
code on the side surface of information leaflet in a carton pack. A
the vial. 1 vial and a patient  temper-evident sticker with company's
information leaflet in a carton |logo can be on flap of a carton pack. /

pack.. /Mo 100 mn B Mo 100 mn B nonynpo3payHblin riakoH
nonynpo3payHblii riakoH N3 M3 NONMITUINEHA HU3KOW NIOTHOCTMU,
NoNNaTUNEHa HU3KOM CHaOXeHHbIN NbINe3aLnTHbIM
NMOTHOCTU, CHAOXXEHHbIN KOnna4ykom, ¢ neTnewn Ha JOHHOW YyacTw,

Mblne3awmnTHbIM KONnaykoMm, € |C rpagyMpoBOYHON LLKarIon 1

neTnen Ha JOHHOM 4YacTu, C  [BHYTPEHHUM KOAOM YMaKOBKM Ha
rpagyvpoBOYHOM LWKaNoi u  |bokoBOW NOBEPXHOCTU chrnakoHa. Mo 1
BHYTPEHHUM KOAOM YMaKOBKM |(priakoHy C MHCTPYKLMEN MO

Ha 60KOBOW NOBEPXHOCTM NPUMEHEHMIO MOMELLAIOT B Nayky
donakoHa. Mo 1 KapTOHHYI0. Ha krnanaHe nayku
briakoHy C UHCTPYKUMEN MO KApTOHHOW JoMnycKaeTcs Hanuvme
NpYUMEHeHWIo NoMeLLaroT CTVKepa C NOroTUnomM pupmbl Anst
B Nayky KapTOHHYIO.. KOHTPOISI MePBOro BCKPbITUS.
18 Labeling / MapknpoBka According to ND /
B cootsetcTBMM ¢ HL]
19 Storage conditions / Protected from light below 25 °C. Do not freeze. / B 3awuiieHHOM
XpaHeHune OT cBeTa MecTe npu TemnepaType He Bbiwe 25 °C. He
3aMOpaxuBaTh.
20 Shelf life / Cpok rogHocTK 2 years /2 ropa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyvaHue: MNpoaykT cooTBeTcTBYET TpeboBaHuam HL, 3akntovenune: OQOBPEHO
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