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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1of 2/ Crp. 1 u3 2

Product Ciprolet Eye Drops 3 mg/ml
Hpoaykr :  Ilunponer®, kamwm riaasnele 3mr/mi
Batch No / Cepust Ne : J10019 Batch Size / O6bem mapruu : 500 L
AR No / AnaanrTnyeckuii oruer Noe : ARF/21/1071 |Date of Analysis / /lata anaimuza: 18.06.2021
Date of Mfg. / Jlata npou3BojacrBa: JUN-2021 Date of Expiry / Toxen no:MAY-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/ A
N Test / [loka3aTenb Specifications / Cnenndukanus Results / Pe3yabTaThl
Clear colourless to pale yellow solution Clear colourless solution /
1 | Description / Onucanue /TIpo3padHBbIii, GECIBETHBIH MK IIpo3pauHblii GecLBETHBIN
CBETJIO-KENTBIA PACTBOP pacTBOp
Rf value of the principle band obtained from the test
Identification of solution corresponds to that obtained from the
) gioprofloxacin hydrochloride / standard solution / OcHOBHOE IATHO Ha Complies as prescribed /
AJIHHHOCTDH XpoMaTorpaMme UCObITYEMOr'0 pacTBOpa I1o COOTBeTCTByeT
unnpodmoxcaunﬂa pennuube Rf JAOJIKHO COOTBETCTBOBATh OCHOBHOMY
THAPOXJIOPUI IMTHY Ha XpOMaTorpaMMe CTaHIapTHOT'O pacTBopa
unpodIIokcanHa THIPOXIOpHIA
The opalescence of the sample shall not be more
3 | Clarity / Tipospaumocts pronounced than the reference suspension-1 / Complies as prescribed /
OnanecueHuus npenapaTa He JOJDKHA MIPEBBILIATh CootsercTByeT
ONAJICCHCHIHNIO 9TAJIOHHOT'O 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
5 | pH Not less than 3.5 and not more than 5.5/ 434
Ot 3,5 10 5,5
g |Particulate matter / NOﬁi:;iﬂiiﬂa::zf:f:}igﬂbe detected / Complies as prescribed /
Mexannyeckne BKJIIOYEHUS AOIDKHEL CooteercTByeT
OTCYTCTBOBATh.
Viscosity / Not less than 1.00 cps and not more than 1.20 cps at
7 250C / 1.084 cps / 1.084 canrumyas
Biiskocrk pacreopa Ot 1,00 no 1,20 cantunyas npu temneparype 25 °C
. Not less than 240 mOsm/kg and not more than
8 | Osmolality / OcmonsbrocTs 380 Osm/kg / Ot 240 mOcm/xr 10 380 MOcMm/Kr 294 mOsm/kg / 294 mOcw/ir
Ciprofloxacin ethylene diamine analog:
g |Related substances / Not more than 0.5 % / 0.04%
PoncrBenHble coetnHeHUs OTUICHANAMUHOBBINA aHAJIOT UIPOQIIOKCAIIUHA!
He 6oxee 0,5 %
Deliverable volume /
10 | O6nem copepsxumoro Not less than 5 ml / 5.2ml /5.2 mn
He menee HoMHHANIBHOTO 5 MIT
YIHaKOBKH
Remarks / Ilpumeyanus:
The Product Conforms to ND / IIpoaykT cootBetctByeT HJJ
This is electronic generated COA and not required signatures
JlaHHBIH cepTU(UKAT KauecTBa CTEHEPUPOBaH B 3JICKTPOHHOM BUJIE U JCHCTBYET O€3 MO IICH
L ReeparedhPy / TToarorosieHo: CRed9s MIposepeno: Appisvedhy / OmobpeHo:
29-3u1-2021 | 8:11 (ﬁ”%ﬂ Kemdr Masrya [ Mekala Srinivas Reddy
Plegoione21 | 8:42 pm 1sT \3Qmdtkleid021 | 9:13 AM TST
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Product : Ciprolet Eye Drops 3 mg/ml
Hpoaykr : Iunponer®, kanmu rnasusle 3mr/mi

Batch No / Cepust Ne : J10019 Batch Size / O6bem mapruu : 500 L

AR No / AnaanrTnyeckuii oruer Noe : ARF/21/1071 |Date of Analysis / /lata anaimuza: 18.06.2021

Date of Mfg. / Jlata npou3BojacrBa: JUN-2021 Date of Expiry / Toxen no:MAY-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)

N;b ! Test / Ioka3arenp Specifications / Cnenndukanus Results / Pe3yabTaThl
11 | sterility / Crepuabnocth Should be sterile / Jlomkes GbIT CTEPUITBEHBIM Sterile/CtepunbHbII
12 | Assay/ KonuuyecTBeHHOe ompesiesieHne
Ciprofloxacin Not less than 2.70 mg and not more than 3.30
/uunpodrokcamun mg/ml/ 3.08 mg/ml /
Ot 2,70 mr g0 3,30 mr/mn C17H18FN3O3 3.08 Mr/a
(mumpodokcalig)
Benzalkonium chloride / Not less than 0.009 % and not more than 0.011 % /
GeH3aJKOHHS XJIOPU] Ot 0,009 % mo 0,011 % C21H3sNCl (Gen3zankonus 0.010 %
XJIOPH)
5 mL of product in a plastic
vial-dropper with a screw
cap. 1 vial and a patient
5 mL of product in a plastic vial-dropper with a information leaflet in a
screw cap. 1 vial and a patient information leaflet in | carton. / ITo 5 M npenapara
a carton. / ITo 5 mut mpernapara B MIACTHKOBBIH B IUTACTUKOBBIA (IaKOH-
13 Package / YnakoBka (pmaKoH-KamneIbHUILY ¢ HABMHUMBAIOIIEHCS KareJbHUILY C
KPBILKOW. 1 (priakoH nmoMeniaroT B nauky HaBHHIMBAIOMICHCA
KapTOHHYIO BMECTE C HHCTPYKLHUEH 10 KpBIIKOH. 1 (rakoH
NPHMEHEHHUIO. MOMEIIAIOT B AYKy
KapTOHHYIO BMECTE C
MHCTPYKLIUEHU 110
NPUMEHEHHIO.
14 Labeling / MapkupoBka According to ND / B cootsercteun ¢ HJT
15 Protected from light at temperature below 25 °C. Do not freeze. / B 3amuiiensom
Storage / Xpanenue OT CBeTa MecTe MpH TeMrepatype He Boiie 25 °C. He 3amopaxuBarts.
16 | Shelf life / Cpok rognocTn 2 years /2 roza

Remarks / Ilpumeyanus:

The Product Conforms to ND / IIpoaykT cootBetctByeT HJJ

This is electronic generated COA and not required signatures

JanHbiii cepTu(UKaT KauecTBa CreHEPUPOBaH B SJIEKTPOHHOM BHJE U ACHCTBYET O€3 Monucu

| Brerared Py / Hoarorosnero: eai@y A IpoBepeHo: AAPreired by / Omobpeno:

~3u1-2021 | 8:11 pM 1sanej Kemar Mawrya Mekala,gsinjvas Rgddy.

bl 14921 | 8:42 PM IST |N——3643404426464BD...
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