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Anagitninnit ceprudirar/ Analytical report Ne A~ABK79611

Aapeea saboparapii/Laboratory address:

TORBR «EURQFINS BELMNOVAMANN»
Koasitsnsa, 73, 940 02 Hone 3amxn

HIE: 31329 209

Hoenigmnuka aaboparopis Bpavicmina
Kosaposa naona 9, 811 07 Bparucama
AndreaVargovadieurofing. sk, www.curofins.sk

Jusonsimnk/Cresfomer:

"YHIMEH APMA. cnvi c.p.o, " (ENIMED PHARMA 5.0.0.)
Opeurona 11

821 05 Bpurneann

Hami wpo spasew/Sample identification

Hasna 3paskalSample name: Kpanti ouni uxueni 6o koncepeainmis OKYxia C

Jlag. N spaskaiSample No.: WI24AA207 (-1 Haro supobusiursy Mamdbcnring date: 20.05.2024
No cepii/Barch No,: 1507243 Tepyin upnanroeti/ Expiry date: 2026-05

FPopya srvery/Dosage form; Kpanai ouni saxweni | proteciive eve drops solution

Possip nakveanus/Package size: ED

Kiawkicrs nasveaina/ Package amount: 50 VIL{pieces
Posmip cepii/Bateh size: 21 000 vi/picces
Biawit naacrikomidi paakon (LDPE) [0nn 3 OSD kosmauxcy /e polvetindene hortle

Citu/Srrengthy -
Oinie narysanus/Package

description: (LDDPE) 10 miswith OSD cap

Bupobnus/Manufacturer: "YHIMED @APMA. civa cp.o. " (UNIMED PHARMA s.ro.) Opensona 11, 821 05
hpathenana

Cnocil goctasks/ ay of delivery:

3pasok aocranaennil snpobuikomisample delivered by cusiomer
Jara orpisianis spaska‘Receiving dae; 22.05,2024

Haza nposeacang awtiny/Date of examination: 22.035.2024 12.06.2024

Aara orpisais cepribixary/Date of issue: 12.06.2024

Uiz guasiisy/-lnalvsis purpose:

i Konrpoas npoaviry srinuo cnendauiliprodiect control ccording o specification

Itatacpawennst ninnonianocti/uesinopiznocri sirenonkin anatizin riane ¥ cnesudikanissy
Compliance stutement on resilts decording to specification
Ipazor sowrponio/Tested sample: Kpanai ouni suxucni OKYsin C
cepinfbatch: 4507243
Bin nupobun
bBparscasa

sldannfactirer: "YHIMEL GAPMA., cya cpoo. " (UNIMED PHARMA s.ro.), Opemnkona |3, 821 05

BITHOBIIAC/ICONFORMS
HHRCHRINIM napasMeTpas caewsbisanii /i tested paramerers 1o specification PN-45-VO4/SK 2P-45.1 2

Rocatumenng ta ivepaperaull nARIOTLCS BIANOKLIIO 10 BIMOL suMesiixa. Burkiaa mono orosones CHOPAMYILOBTIO 1A ocHoB]
HOPIRHAENA BHCUODKIB aHANi3iB, AT nragani B HLOMY CopTHIDIRATE 3 stesannt, 3m1aaensy p cretthivai’ npoayrry. Hopisnsivis
BEAHOCHTECH 20 yCIX BHCHORKIB. 303Ha4eHNN BAPIMETPin exerepTus./Opinions and imterpretations are given according 1o custemer s

reguest. Compliance statement was creared according to compariven of test results in this report with the imits sioted in product
specification. Comparison refers to all of the tested paranelers.

3asun o saerepewennn/Declarations and cantions
1. Bucuonxn pigsocsraed Tisnkn 20 NPSANMETY QU3 | He CTOCVIOTRCS inuX JOKYMENTIN LAUD, JOPHIHUIORD xapaxtepy. /Results
are related only to obiject of testing and do not compensate sther documents v.g with legal characier,
2. Cepridixar Mowe Gy npo IyBanonamiit Tizskh 3k 1ise, | foro vactim TIABKIE 3 HHCLMORHA A02B010 HOCHL MR,
-Goparapii. /Repors can be duplicated only as a whole and ity parts only with writien agreement of fnboratory. 2 T
3. Pesyautarh ananisin somy T, BHMar

ariea npoTaroM 14 anin uka aare sianpasscsus pesyayraria 3n,\:onlsnxorﬁ:}’}"qs?/r sults can be\ *,
claimed for 14 days from sending the resuits to the cusiomer. (T i N st ¥ B
4. Jaanuky 3paskin uicas nocaiukeing Gepirmonien ApoTAreM 14 jdis BiA AaTH IGUTANNS PedyaLTaTin ;;i;;\gb[\|||:1x¢j’1gi;i.:nmi;j; !
JHEBLAVIOTHCN 3riH0 npasui jocaintsubkor aaboparopil./Sample rests are stored 14 davs from sending resu s 1o the ’:L"ur.t:m.-ner‘r?un!' ‘JJ
then are disposed aceording to Testing laboratory's regulations. : R :

an i ! . ’
45 euroTing | sopnams i
Havy/Daie: 12.06.2024 ! Proguct Testing Cxnunenof Approved by d{" '
Ik, Auapea Baproww'fug. Andrea Wirgovd

Buxonan/fssued by:
hux, 3. lincprous/ Ing, 7. Sperkovi Conosa gocniunmeroi mabopatopii Bparicnana
Head of Testing Laboratory Bratisiava
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Anaainisinii ceprudivar! Analytical report Ne A-ABK79611

Aani npo 3pazor/Sample identification

JEaG. NeapawatSanple No.: WIZIAAZGT-1 | No cepii/Barch No.: 1507243

Lipeaner auaaiiv/ Test object: Bipol seanmioro ppnascans/medical device

Farma spaska Swemeple name ! Kpanai ouni 3nxncki 61 Rotcepaantin OKYxin C
Cuna/Sirength | Gopua sunvesyi Dosage forne: - Kpaunii ouni suxuscil iprotective eve drops sofution

PesyabTati nocainaens/Tesst resulfs

bnenradrirauin mevoais nocaiamesns/ldentification of test methods: PN-45-VO4/SK ZP-45-12/P

Oannnns/ : Peyyanrarn/ | Biaxugcms/ e | e
Hapaserp/Parameter : MaewitLiniits 2 ; 1 TS | SL
an P {nit flesuits uncertainiy
LICTR2 I'l-ﬂ'.l?u'll]‘i, He CHARDIUC MOUHPIIG-
Oirntii, s nopsmisiazis panma |, vern
wuphuisess,  vMakcivamao . H2 o Ges . sy
Onieldppearance - MENEHITN SIoMisiox! sl vneous, ot BEINOELEN: - VN T BA
cenfarms

HIGPC opadescents et refePence suspension
L, shehtlv brown may, AV witfour
seclapticl peprdics

pH(SPP (81-F) - 5:5=2.8 712 2% V1A [ BA

Fipntaessidi 00 oy oprariseLInt ynakoskw/

: Lt - 110 2 - /] N /
Average filling volime (SPP 009-1; i 10.0-11.0 b VL N | A
Qesonsnic i/ Gsmolaling (8PP 0133-F) MOCMOL/RD 230-3500 265.0 2.5% Vi oA DA
Hiimsuicrw Density (PP 812-F) oM’ 10620 - 10300 1.0048 n.9% Vi A (BA
Junavivi 8 asKicin/Dvnamic viscosmy 3 , < ¥ gos
4 ‘ . 2.0-8. 2.5% /
(SPP 11307 silac (-3.0 5.4 o V] A | BA
Aateait g inenmismicre Hdentificanon; R cte kT Espedin sianoninag
Pianyponar narpiwdsodinm hyaturonate {1 - ‘_I f“" ar CHEETPILCSpectas 6‘1“}::_“:"[ - VI A ] BA
VIS (SPP 617 COmparisen iforms
Q0 ew riaavponasy satpii / Content of o 5 e P
sodint fyadironate - GU-VIS (SPP O F-F) HEG tg0-Ja20 422 L& ¥ [ Bn
TECT thE CTEFHABIICTI ) ﬁ\'f‘,‘"’_"';"'_z‘n[f-"‘”“ gL I\pymn G vi oA lpN
Steriliy test (SPP MBALI3IPN) YALIERALIZ , EREpIALIY . AL
Sterile seily afier cultivation serile

Bianosiziuman ocola s 100108iM0ICTL QisMEO-XIs 0B ICHORKiV Responsibie for validity of physical-chemical tests: T A. Bapronlng, A, Vargova
Bimosizsuman ocofa 33 aocrosipnics mikpoSiosorinins sucuoskin/Responsible for validity of micrabiological tests: PHlp. ) HeupekswalRNDr 1.
Jendekova, PhD, P B

[ s :
Sheurofing sopnas _
* ¢ Produet Tesling f’ S y
— - wl s
k CxBa.?lcﬂu!,—lpprnvmlfby; o Aoy {y
I, Anapea Baprowylng. Audrea Varghvd I
Fonoma docaiatnkel aaboparopti Gpasegana -,
Head of Testing Lu.’mr"?l!éq"‘lf:‘u{}"yfaya' Bl R

. s e

JaradDare: 12.66,2024
Buxonas/fssued by .
Lk, 3. Iycprony ng. 72 Sperkovd

Flpusisay Explunaiory notes.

H-oulmosmns/evaluation TS Tin amuninfiess type: A-akpeairronanil ananbiaceredited R
Y-nianosigac/conforms SPP - cxnnitapyaa onepawiing npoucaypy! standard operating procedure
NE-1e piswoninac/nal conforms RRT — sianochii wac sGepivanny/ Refaifve retention time

CFU-konouiky apsyon ounmsslealom: fornug it
SL-nocrimimka Aadoparopinftesting loboratory: BA-Brakisiova (Bpanucagasa), PN-Piestany (11 carrmm), TT-Turcianske Teplice (Typushicke reraine)

Bisviplosiihii PRI KD BHKOPHCIOBYMUIICH  pi amanid, Gyan  suwamioposani 3 nepeaiponi iAo AWK veTponoritin
uparsun A feasuring devices wsed in the fests were calibrated accordmg to current metrological regnlations.
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Anaaimiennii cepriudirar/ Analytical report N» ABO28598

Aapeci aboparopit/Laboratory address: Tasonuar/Customer:

TOBR «EUROFINS BELNOVAMANN

Komuritnka, 73, 94102 FHone Jasuo "YHIMES DAPMA, cuvn epoo. ™ (UNIMED PHARMA s.ro.)
IMH: 31 329 209 Opemgona 11

Aecainunmya aaboparopin bparnciana 821 05 hpatteaana

Konaaposaicionn 2. 811 07 Bparncaana
AndreaVargovin curofins.sk, www.enrofins.sk

Haui npo pazow/Sample identification

| Larstsa apas sk Seanprle naume: e ouni saxacii et xoncepadiemis QY xiza C
Jlad, No spaira/Senaple No.: WIISAASY12-] Hara npodunena! Manufucturing date: 20.11.2034
No cepilfBarch No.: 4812242 Pepmin npunaariocri/Expine dare: 2026-11
ropsm muveRy/Dosase form: i Rpanai owii saxucnd § prowective eve drops solution L
Poaip nakveauns/Package vize: 1 10 a1 Kinexicts naxvammn/Packaee amgunt: 50 vinipreces
Cin/Strength i - I"arivip cepiifBarch size: 21 000 vivipivees
1O nary s/ Packuge o Binuii maacmwonnit dgaaken (LDPE) 10ma 3 O8SD kepnaucom /Ahite polvedivlenc botile
| edeseription: i (LDPEL 10 il with (OSD cap
F Bupoduus! Memufcturer: CVTINIEJT BAPMA, enva epo. " (UNTMED PHARMA s.ro.), Openteona 11,821 03

L o Lparncamsy
{CnociG aoctankn I oy of defivery: . mator Joctanicnnii supobunsosisaaple delivered by custonier
Jlvo opovons paika Receiving dore: 21112024
La nposeienna mnuisy/Dare of examination: 21.11.3024 - 05.12.20204
Hara capysantig cepindirary/Date of ivsue: 05.12.2024

F s ameiavidaaivsis purpose: ! Konmpoan npoaykey srisiso eneumranii/product control according to specificarion

Hixrnepasenns nianoniocrimenianonimne i nnenonrin mraitiv srinm 1 cnemndisainan
; Comiplinnce statement on restilts aceording to specification
| 3priak sonrpo/Tested sumple: Kpansi osai sexneni QWY xin €
! cepinfbuteli: 4512242
i Biz wnpoGmne/Mamgfacerer: "YHIMEJL@APMA, cnyaepao. * (UNTMED PHARMA s.ro.) Opesom B 821 05

© bpitrneiang

BLUIOBLIACICONFORMS

|
¢ MUK papaeTPast enedisatil A fesiod paramoters to specificotion PN-153VOMSK ZP-35-12/P
!

FlowiakeHNs T IHTEPUPCTILT IRERIOTLCR RZWIORIING 0 RUMOT Mok, Bimt oo oreasietita copMy Ineniin w ociton
NOPInHSINL BHCHONKIR ULV, SKI penani Bonesy ceprdikari 2 Mokt samaueinsng b enewithickaui npoayiry, [Hopinnsnis
GELHDCHTRSH 10 VeiX BRCHOBKID, WHIMeinx napavepin ekeitepis /Opinions and inlerpretations are given according fo customer’s
request, Complionce stedement was created aceording to comparison of test resulis in this repors with the limits stated in product
specification. Comparison refers 1o all of the tested parameters,

Jannu o wctepeskenis! Declaradions and cautions
F. Bucuomon sLRIOCHTHCR TUMKEIE W0 NPEAMEY QLTI § e cToCy1oThen I JOKYMCHTIT #aip. 0PIIsore Xapakrepy. /Resuley
are refuted anly 1o object of testing and do not compensate other daocuments e.g. with legal character.
2. Ceprndikar sowe Syt upo iy Ganosniuil THILKN S8 187, | HOro GICTIRIE TEILK F O8IChMORIN JFROI0M A0 INLKOT
Aabopatopil. fRepart can be duplicated onlv as a whale and its paris ondy with weritten agreement of laborators.,
3. Pesyantomss miriiain MOy T, Busarates uporsros anin s Ao sianpantetis peavibTarin asvosimronl. /st results can be
elimed for 14 duys fram sending the resuits to the custoner., [
4o 3w spiein e socaiiacnng soepinuoises npomrod L omin nin gt i, pesvastanio savommikoni 1 HoTIM
ARBEAYIOIHEN N0 HPABSL AvcIL NNk T AabomionitSample resis are siored kﬁln}v!ﬁr‘ﬁﬂ'vml{ug,h'\s_'u!!.c fo tite custonter and

then are dispased according to Testing lahoratory’s regulations. / c m LN
II i 44_(:;; T . Y \"‘
I' L= 3 4 ’
'\r ) E //
3 B N oy
S\ o
Hara/Date: 05.12.202:8 N N Cxnmenpldppraved by Lalye

Buxonan/fssued by: :::: curo ﬂ ns B SPaand

oot mraiaet ‘\"\'1‘:\\ Ik, Anapea Baprora/fng, Amedrett Vargovd
hist, 3. Wnepronw Ing. 2. Sperkova ek
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Anaginiaustii ceprudinar/ Analytical report Ne A-ABO28598

Hani apo spasorfSample filentification

a0 N ipmiki/Sumple No.: WI24AASYI2- 1 Ne cepiifiarelt No, 1512242 b
Hpeasier uenaisy/ fest abject. Bupod veqiiwro opooiieunt/medical device :
s wpaisa Sanple o | Bpanad puai anxnewi Ges coeepuan s ORXYxian C :
CoaiSirengils § Qopa innvesy!Dosage form: - Kpaueai ovni saxstciti fprotective eve drops sofution '
Pesyavtarn goenimsenn/Test resulls
Liewridhisnnis seroain aocaixmenuntfdentification of tost metfiads: PN-35-VRUSK 2.P-45-12/1

] ! P 1

[ [
Oannnng/ %o pomcni Pesvanrivne  Baosems? oo e by

Napaseerp/Parameter LAl MuwifLintits s ‘ ol s

Uit Roesulis wcertainiy |
i LR WREKIEL HE CHELUIIE MOTe G- . i ' .
5 1, 1 mapinmaasaes prama L, acrsa i : 1 '
RKOMCIEBo. wikciaaauine HY, o agg T P i
CnaclAppearanes - eI omtisor  Joehthy vioote, mar BLLIORETAC - Y | N A
B e CnE Bt BoherCT e suspvesaon canforims i i
1. sbpladhy brove e WY watinont I ! :
. el ol wipueitics ; i} :
. i - - . F H i
PLESPE U0L-F) . 55-75 ‘ 6.57 o Iviapad
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