57/88

PHARMASTER

CEPTUD®UKAT AHAJIM3A

Oxytnaps® pacTeop odTaasMoaorHUecKuii YBAAKHAW0OIHI, 10 M
yTHap3® p

Kon mpoaykTa B KOMNaHuu

rOJHOCTH

Homep meToaukn aHanuza IMARO21, pen. 03 (Dapmactepy 224
Homep aHanuza 08/10/21-073 Homep cepun SX431
/lata npoussoacTRa 05/10/2021  araHOTERCHRA CloKs 10/2023

KonuuecTBeHHOE OonpenaeneHme

PE3YJIBTAT HOPMA
ITOKA3ATEJIb
[Tpo3paunblii GeciiBeTHBIH

Ormcanne [Tpozpaunsrii GecuipeTHRIH pacTBOp, csoﬁonuumﬁ or | pacTeOp, CBODOAHELIA OT

BHIHMBIX MEXaHHYECKHX BKIIOUEHHI BHJIHMBIX MEXaHHYECKHX

BKJIIOYEH Ui

NCTILITAHHUSA
pH 7.2 6.8-7.6
(OcMONANEHOCTE 263 MOcm/kr 240-330 mOcm/kr
KOJIHYECTBEHHOE
OITPEJEJIEHUE

0.17 r/100 Mn 0.10-0.24 r/100 Mn
HaTpHA rHaaypoHaTa
KonuuecTBeHHOE OnpeeeHHe 79 v/ 7.6-10.5 r/n
NaCl
CTEPUJIBHOCTD CrepunbHblit* JomxeH ObITh CTEPHIBHEIM
KOMMEHTAPHUHN * AHAJIN3BI, BBINOJIHAEMbIE KOMIAHUAMH-CYONOAPAIYHKAMH
3AKJIOYEHUE KOHTPOJILHOM JIABOPATOPHH
Jlabopanrt 3ageaywumii 1aboparopueii
COOTBETCTBYET . JlabopaTyap .
TPEEOBAHMSIM [ara: 29/10/2021 ®APMACTEP JlaTa: 29/10/2021
®abpuc MAHI'EJIL (Fabrice
MANGEL)
HE COOTBETCTBVYET . .
TPEEOBAHMSIM IMoanucse: /Tlognuce/ Kountpons KallCCTBEl [Moanuce: /Ioanuck/
CoOTBETCTBYIOLLHIA
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CERTIFICATE OF ANALYSIS:
Ophthalmic moisturizing solution OCUTEARS® 10 ml

Analysis method No. MARO021 rev03 Pharmaster product code 224
Test No. 08/10/21-073 Batch No. SX431
Manufacturing date 05/10/2021 Expiry date 10/2023
RESULTS SPECIFICATIONS

CHARACTERS
A Clear and colourless solution, free from visible Clear and colourless solution,

PREATANCE impurities free from visible impurities
TESTS
pH 7.2 6.8-76
Osmolality 263 mosmol/kg 240 - 330 mosmol/kg
ASSAY
Content of sadium hyaluronate 0.17 g/ 100 ml 0.10-0.24 g/ 100 ml
Content of NaCl 79g/1 76-105g/1
STERILITY TESTING Sterile® Must be sterile
COMMENTS * Sub-contracted analyses
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OEAEPAABHAS CAV2KEBA TTO HAA3OPY B COEPE BAPABOO)(I’AHEEMH-
(POCSA,PABHAA,SOP)

PETMCTPALIMOHHOE Y,LIOCTOBEPEHHE

HA MEAULIMHCROE U3EJIUE
or 19 uronsn 2015 rona Ne P3H 2015/2737

Ha MGJ.IPIIIHHCKO& u3nenHe
PacTBop 0TaALMOIOrHIECKHH YBIAKHAIO WA H Olcy'map3® (0cutears®)

Hacrosamee perHCTpauHOHHoe yZOCTOBEPEHHUE BELIAHO
"AQ Canmn", OUHISHAMS,
Santen Oy, Niittyhaankatu 20, 33720 Tampere, Finland

- IlponsBoauTeNs
"m.koM Megukaa I'moX", I'epmanns,
1.com medlcal GmbH, Kaflerstrasse 15, 81241 Munchen, Germany

Mecto npomsoncma MEAHIHMHCKOTO H3ETHsL :
Laboratoires Pharmaster, Z.I. de Krafft, 67150 Erstein, France

- Homép PeTHCTPAIIORHOTO 'no'c:-.e Ne PJI-5841/49290 ot 23.12.2014
Bun MEJIHI.IPIHCKOFO ﬂ?.nefma - :

Knace norenunaﬂbﬂoro pncka npmuenemm Memmnncxoro Hanemm 20

Kon O61mepoccHiicKoro Icnaccm;omca'ropa npo;[yxxmn mm MB,HHIIHHCKOI‘O H3JETHs 93 9890 |

npukasom Pocsapasrasopa ot 19 TOBA
p;onynieHo K 06paIneHyIo Ha TEPPHTOP
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