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Product
Ipoaykr :

Ciprolet Eye Drops 3 mg/ml
L[anoneT®, KaIUTH TJIa3HbIE 3MT/MIT

Batch No / Cepus Ne : J10040

Batch Size / O6bem maptuu : 500 L

AR No / AnaanrTnyeckuii oruer Noe :

ARF/21/2034 |Date of Analysis / lata ananmu3a:

20.09.2021

Date of Mfg. / Jlata npou3BojacrBa:

Sep-2021

Date of Expiry / T'omen n0:-Aug-2023

M. Ne 1 ot 05.03.2020)

Analysis performed according ND / Ananus nposeaen no HJI: IT N012765/01-030417 (amend Ne 1 from 05.03.2020 /

No /

Test / Iloka3aTeanb
Ne

Specifications / Cnenndukanus

Results / Pe3yabTaThl

1 | Description / Onucanue

Clear colourless to pale yellow solution
/TIpo3pauHsIii, OECIIBETHBIA HIIN
CBETJIO-KENTBIA PACTBOP

Clear colourless solution /
[Ipo3paunblii OECIIBETHBIH
pactBop

Identification of
Ciprofloxacin hydrochloride /
2 | MopaMHHOCTD
mUnpogIoKcannHa
THIAPOXJIOPH

Rf value of the principle band obtained from the test
solution corresponds to that obtained from the
standard solution / OcHoBHOE TIATHO Ha
XpoMaTorpaMme UCObITYEMOr'0 pacTBOpa I1o
pennuube Rf JAOJIKHO COOTBETCTBOBATh OCHOBHOMY
IIATHY Ha XpOMATOIrpaMMe CTaHAAPTHOT'O pacTBOpa
L[I/IHpO(I)JIOKcauI/IHa THAPOXJIOPpUAA

Complies as prescribed /
CooTBeTCTBYET

The opalescence of the sample shall not be more
pronounced than the reference suspension-1 /

Complies as prescribed /

S |pH

Ot 3,5 10 5,5

3 | Clarity / TIpospaunocrs OnanecueHuus npenapaTa He JOJDKHA MIPEBBILIATh CootsercTByeT
OTTAJICCIICHIMIO 3TAJIOHHOTO pacTBopa |
Not more than 0.02 Abs at wave length 430 nm/
4 | Colour / llBeTHOCTD OnTHueckast IJIOTHOCTh Npenapara He JOJKHA 0.006
npesbimath 0,02 npu anuHe BosHbl 430 HM
Not less than 3.5 and not more than 5.5/ 4.23

6 Particulate matter /

No particulate matters should be detected /

Complies as prescribed /

BsizkocTh pacTBopa

Ot 1,00 no 1,20 cantunyas npu temneparype 25 °C

MexalmquRue BRUIIOYeHHS MexaHH‘IECKI/Ie BKJIFOUCHHUS JOJIKHBI COOTBGTCTByeT
OTCYTCTBOBATh.
Vi ity / Not less than 1.00 cps and not more than 1.20 cps at
7 | VIscosity 250C | 1.080 cps / 1.080 caurumyas

8 | Osmolality / OcMosLIBHOCTD

Not less than 240 mOsm/kg and not more than
380 Osm/kg / Ot 240 mOcm/xr 10 380 MOcMm/Kr

298 mOsm/kg / 298 mOcm/kr

9 Related substances /
POIICTBBHH])IB COCJUHCHUSA

Ciprofloxacin ethylene diamine analog:
Not more than 0.5 % /
OTUICHIMaMHHOBBIH aHaJIoT MIpPOodIIOKcalHa:

He 6oiee 0,5 %

0.03%

Remarks / Ilpumeyanus:

The Product Conforms to ND / IIpoaykt coorBeTcTByeT H/J
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Ciprolet Eye Drops 3 mg/ml
Hpoaykr : Iunponer®, kanmu rnasusle 3mr/mi

Product

Batch No / Cepusi Ne : J10040 Batch Size / O6bem nmaprun : 500 L

AR No / Anaautnyeckuii otuer Ne : ARF/21/2034 | Date of Analysis / /lata anaimuza: 20.09.2021

Date of Mfg. / Jlata npou3BojacrBa: Sep-2021 Date of Expiry / Toxen no:-Aug-2023

Analysis performed according ND / Ananus nposeaen no HJI: IT N012765/01-030417 (amend Ne 1 from 05.03.2020 /

M. Ne 1 ot 05.03.2020)

No /

Test / Iloka3aTeanb
Ne

Specifications / Cnenndukanus

Results / Pe3yabTaThl

Deliverable volume /

Not less than 5 ml /

0eH3aJIKOHUS XJIOPH]L

Ot 0,009 % no 0,011 % C21H3sNCI (6enzankonust
XJIOPH)

10 | O6wem conepxumoro 5.1ml/5.1 mn
He meHee HOMUHAJIBHOTO 5 MJI
YHAKOBKH
11 | Sterility / Crepuasnocts Should be sterile / JJomkeH GbITh CTEPUILHBIM Sterile/CTepubHbIit
12 | Assay/ KoinuecTBeHHOE Onpe/aesieHne
Ciprofloxacin Not less than 2.70 mg and not more than 3.30
/uunpodokcamun mg/ml/ 3.01 mg/ml /
Ot 2,70 mr g0 3,30 mr/mn C17H18FN3O3 3,01 mr/mn
(munpodokcalig)
Benzalkonium chloride / Not less than 0.009 % and not more than 0.011 % /
0.010 %

13 Package / YnakoBka

5 mL of product in a plastic vial-dropper with a
screw cap. 1 vial and a patient information leaflet in
a carton. / [To 5 M pemapaTa B IIACTHKOBEIH
Q)HaKOH-Kal'IeJ'ILHI/ILly C HaBHH‘iPIBaIOH.Ief?ICH
KPBIIKOH. 1 (pIIakoH MOMEMIAOT B ITAYKy
KapTOHHYIO BMECTE C MHCTPYKLHEH 1o
MPUMCHCHUIO.

5 mL of product in a plastic
vial-dropper with a screw
cap. 1 vial and a patient
information leaflet in a
carton. / [To 5 mi mpemapara
B TUTACTHKOBEIN ()TaKOH-
KarieJIibHUIy €
HaBHHqHBa}OIHCﬁCﬂ
KPBIIKOH. 1 drakon
MOMEIIAIOT B ITAaYKy
KapTOHHYIO BMECTE C
HMHCTPYKLIUEH 110
MIPUMEHEHHUIO.

14 Labeling / MapkupoBka

According to ND / B cootBercTeum ¢ HJI

15 Storage / Xpanenue

Protected from light at temperature below 25 °C. Do not freeze. / B 3amuiieasom
OT CBeTa MecTe MpH TeMreparype He Boime 25 °C. He 3amopaxuBarts.

16 Shelf life / Cpok rognocTn

2 years / 2 rona

Remarks / Ilpumeyanus:

The Product Conforms to ND / IIpoaykt coorBeTcTByeT H/J
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