Y3 - .

Wk ' : :-‘?-Nﬂ:-i-::’*x?'?-.

weurofins - AR
BEL/NOVAMANN 'Jf;':f;;_—::\\ﬁ Reg. No. 031/5-106 |

Ceprudikar sunpobysannn/ Test Certificate Ne ABF40077

Afipeca naboparopiifLaborafory address: Jamoanux/Customer.
TOB EUROFINS BEL/NOVAMANN
| Komsnueka, 73, 940 02 Hose 3amim YHIMELD ©APMA cryn.c.p.o.
1 1NH: 31320 209 | Opiciukora 11.
1 BocnigHrybka nadopatopin bpatucnasa 1 82105 Bparucriasa
1 Konnaposa nnowa 9,-811 07 bpatucnasa.
1 Ten. 0911 810 5336 chaxc: 02/52620178
1 Bratristava@eurofins.sk, www .eutofins.sk

Hani npo apazoxlSample identification

Haisa 3pa3ka/Sample name; Kpanni oyni Ge3 xoncepeanmis YHimipe

¥1a6. Ne spaska/Sample No.: W123AA0540-1

Ne cepiiBaich No.. 5811232

{lara supobuwurea/Manufacturing date: 17,08.2023 p.

TepMis npupaTHoCTi Expiry dale: 2025-08 p.
KinsxicTs amnyn B ynakosui /Packags amount: 50 w fpieces
Paozmip cepiifBaich size: 21 000 wr.fpieces

‘Dopma sunycky/Dosage formy; Kpanni ouxi | eye drops solution
‘Poamip naxyeanualPackage size: 10 mn

0nuc ynaxoexw/Package descrplion: binwk nAaCTuxoBuA GnakoH {nonieTvRer HUM3LXO! WinsHocT) 10 MmN 3 x0BRavKOM ANRA
1 3axanysannna {White polyethyiene bottle (LDPE} 10 mi with OSD cap
Bupobuux/Manufacturer. YHIME ©APMA cayn.c.p.o., Opiewsosa 11, 821 05 bparucnasa
‘Cnoci6 qocraskw Way of delivery: Jpazox pocrasnenws bupobrukomisample deliverad by cuslomer

Merta nposesexHn aHanisy/Analysis purpose [lepesipka npoaykuwl Ha signomaHicts cneuwdbikaul! product control according lo specificalion
-{lava oTpumManns apaxa/Receiving dale: 21.08.2023 p.

fiata nposepeHnn ananiay/Date of examination: | 21.08.2023 - 11.09.2023 p.
‘fiata orpumanHa npotokony/Date of issue; 11.09.2023 p.

[liaraepixeHun pignosigHocTiHesinnosigrocT pelynerarig cneguthixauii
Compliance statement on resuits according to specification

1 3pasox ann ananizy/ Tested sample: Kpanai ouni 683 koncepaanmie/ YMImipc
| ‘cepinlbatch: 5811232

|- Big nupoBrukalManufacturer: YHIMED ©APMA cnyn.c.p.o., Opiewxosa 11, 82105 Epatucnasa

| BIANOBIRAEICONFORMS
nepenipexuM riapaveTpam crneyudivaul /in tesled parameters to specification PN-58-V03/SK 58-14/P

HHCHOBXH Ta THyMadesnf DEIyNbTatie HagalToCR HA BUMOFY 3aMOBHwnd. fleknapayid BIANDBIRHOCTI CYRODEHO NOPIBHRHHAM pesyRbTATIE - suNDOBYBAHHA,
HABEAGHHY B L{bOMY NPOTOXCMI, 3 TPAHMYHYMK 3HAYERHAMY ¥ Hagauid cheyndixaull. Nopierankn crocyeTecs Bcix BrnpoDysanmx napametpis./Opinions and
interprefations are given accordifig 1o customer's request. Compliance statement was crealed acconding to companson of test resulfs in this report with the Firnits
stated in product specification. Comparison refers to all of the tested parameters.

Jasnsy 13 dacrepexennsiDeclarations and cautions

1. Pesynptate CTOCYIOTHOA NG NPEAMETY SHAMNAIB | HE CTOCYIOTRER WX JOKYMERTIB Hanp. 0PuAMuHOl Nprponi. /Resulls are refated only fo objett of testing and
do not compernsate other documents e g. with legal character,

2. JabopoHAcToCA BiTRON0EATY Ueh cepTidingY sunpobypanHs abo BXNIoNATH KOTO 10 PEKNBMMIX MaTepianis (23 04epKaHNS NOREPRANEOIT THCEMURGIO A03BOIY
naboparopit. #it is nol possible reproduce or incorporale the fest certificele info promotional malerials without Iaboratory wiitten suthonisation,

3. 3aysaxeHHA WOAG pe3ynkLTatis BunpODyBanin MOXYTu HANABATHCA NPOTAMOM 14 nwiB sig £aTv BIAP3BNEHHA PRIYNbLTATIS JaMosNRKORL/ Test results can bé
claimed for 14 days from sending the resulis to the customer,

4. 3anmitku 3paaxia nicna gocnigxesns 3bepiralo™Cn npotRIoM 14-ARiB Bl KaTH HAGAHHR PeIYNLTATIE IBMOBRKKORI, 3 NOTIM NIKBIRYIOYLOR JHRHG™S ngnnxennaw
aocninnAyskol nabopavopi /Semple resls are slored 14 days from sending results fo the customer and then are dispesed 8CCOFGING” fo Testmg !ahomtorys;_.

requlations. AT LT
DaraiDater 11.09.2023 L “Qaamep,umemmppmved by: \f //\/ A S
Buxowas/Worked outby. = 4 irx. Anppea Baprosaling. Andrea Vargova ¥ s
. 3. Wineprosa / Ing. Z 'Sperkova _ w'{‘l;mr;uaa AccnigHmMybKol naGoparopii Bpamc;rbaa}
¥ - Head of Testing Laboratory Bratistava /¥ ¢
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Ceprudikar sunpobysanus/ Test Certificate Ne ABF40077
Pesynsmamu sunpobyeanus/Test results
_Crietiichikauis/Spacification PN-58-VO3/SK 58-14/P
: Meron sunpobysanxr/
Opukmn/ gy Peayneraty/ Binxunenus/ | Meron/ | : -
MapameTpiParamefer Unit MexifLimits Results . uncertainty* Method: Testing method | H 1S
' Npcaops Desbapana maxe. BY }
INEMKA B RIS MAMHE, HE
CHNBHILLE MOSOUHO-INOTD
_ . XORLOPY, @I ETANOHHS .
SopHiwHA surnagf CYCnensin 1, npartituno 683 . - ‘ S S 1
Appearance MeXaHMHIK AoMiLOR Clear sinsosigac/conforms | ViS. 013-F 1V i N
colourtess, max. 89 shghtly
WISCOUS, not more pparescent-
-than referance suspension |,
. free from pariicles
pH - S00-700 b.47 2% FOT Q01-F (Ph. Eur) ViAILIBA
RpnGnm3nng 08'em
OPKIRANLHOT YREKGBXH / wmi 10.0-11.0 18.1 . 008-F v N | BA
Average filling volume
Oemongribrictb f Osmolalty mCcuonekr | 250 - 320 250.0 2.5% OSMO 033-F [Ph. Eur.) v A | BA
furoma Bara / Densdy ricm3 1.003-1.013 1.0068 0.9% PYK 012-F (Ph. Eur.) Vv BA
Hricke pranaJeHxa/ ‘ _ |
.Idenhﬁcaﬂﬂn: Fapokcknponin .Bmu_u oca,u,,-' White signosigaciconforms VIS 010.F v N|eal
METKILENIINO0IA precipitate
{Hydroxypropyimethykefiulose |
Atuaukina BRI, whac | 1527 230 25% M| 115F (Ph. Eur) viA|oBa
Dynami; viscosity .
BmicT NLpoKcHnponin metn-
uenioroaw Conlent of Mrimn 4.006.00 503 3.4% UVAVIS 017-F v A BA
Hydroxypropyimethyiceluiose y
BMICT XNOPHCTORS HATPuO / k o ) |
Content of sodium chioride MM §.300.7.700 £.97 4.1% TIT 003-F v A | BA.
FINICHE BHIHAYEHRR/ ‘ , .
Identification: fexcnemmenorny g”p’ ﬁs”ﬁfeig‘s’ sianosinaciconforms UYNIS | 017-F Vi ABAY
dexpanthenol pee pa
. : BincytHicTs pocTy
TecT Ha CTEPUNbHICTY CepuneHi fpyHTH nicns Mixpoopranismial No MB MA39.PN Y A PN |
Stenlify fest Wﬂb;l’HB&Lﬂtf growth of ' '
Stenile 50ils afler cu#nfatmn microomanisis ‘
Metog/Method
PYK NiIKHOMETPIRpYCROmEtry
OSMO oCMoMaTpisvosmometry iy
G TpaBiMeTpR/gravimetry
VM - BICKOINMETRIANISCOS Imelry
UVAVIS . cnetpototomerpia B ynbrpacp;ane'mam T3 BU MR mnanm cnexpait Iraviolet visibia SDectm;}hotometry
TH mTpivetpiAfttnmelry
VIS Bidyanbuuivisual
POT. ‘noTekRtioMeTpin/potentiometry
MpusimkwNotes:

H - ogiuxafevaluation

V - sighosinael conforms

NE - ne signoaipac/not conforms:

KTJICFU ~ xononicyTeopoma ORHAS/COK Y fonmng Unit
LS-PP-CH - ctanpaprsa onepaujrxa nmuenyparstandam operating procedure '

A - axpeaurosase snnpobysaniA, Nposege y anacuid ennpobysansiin naGopatopifaccredited test executed at the own fest Ia i M o
N ~ re akpepuTonare eunpobyBsanka, nposese y BNacHiA aunpobyeansiin nabopatopiliunacoredited test executed at he own test 1 e

SA — axpepuToBane BanpobyBasHa, nposeas 3a Cybniapapom/ accredited test executed under the subcontract

SN —1e axpenuTosare ennpodyeanng, nposege 3a cybnigpaaow unaccredited test executed under the subconiract: et

SL ~ punpobysansia nabopatopisftesting laboratory: BA - Epamcnaaa PN - Mewraue, TR - Typ'arCore-Tennuyg o | |

* Bigx®nenus sranauacTues soediyicHrom posluvpesing k=2 {3 amosipricTio 35%Uncertainty determined by extension mefﬁmeni k-2 (wsih pmbahﬂ:tf 95%)

TS TN avnpodysankstest type e
RRT - BigrocHa 1prBanicTs yTpraaHHﬂfrelatwe rﬁte '

Bignosiganesa ocoba sa ,qocmmpmmb iko-xiMannx sricHcaxialResponsible for validiy of physical-chemical fesls: s A, Baprﬂaaﬂng A, Vargnva -
Bianosinansua ocoba 3a pociosipnicth MixpobioporuHsx swckopalResponsible for validity of microbiclogical tests: PHR. ﬂ Hememaa'RNDr i.. Jendefpva PhD
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DpuMite/Explanaloty nofes:

H-ouikkpansievaluation TS- un ananiyifes! fype: A-axpeguToBasni auanivaccredied fest
V-signosigaefconforms SPP - crannapTsa onepauirta npouenypa/ standard operating procedure
WNE-#e signosigacinot conforms RRT ~ sigHockni vac 0epiranunl Relalive refention time

CFU-konowio hopmMyioa oaniuuscolony formig unit - |
Sh-gocnigunubra natoparepisifesting laboratory: BA-Bratislava (bpammcnasa). PN-Piedtany ((Veunsus), TT-Turdianske Teplice (TypusiHere Tenniye)

BrMiprsansti NPENAKA, X BUKODHCTOBYBANWCA. npn ananizi Gyny BinxaniBposani i nepesipeki 3HaHO Aok METPONOrMKMX npaswn./Measunng devices

used in the tests were calibrated sccording to current meltrological requiations.
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\ B Head of Testing Laboralory Bratislava
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