[Ha dipmoromy 611anky komnanii Ypcadapm]

CEPTU®IKAT AHAJI3Y
Ne 55.1911
XLJIO-IYAJI®, ouni kpamri
Homep cepii: 308607
Hara BupoGruITRa: 23.09.2023
Ipunarauii go: 09/2026
Posmip cepii: 47270 ym.
TECTH METOJ CIHEITH PIKAIIA PE3YJIBTATH
3oBHiluHiA BArIH, Ph.Eur. 2.2.1,2.2.2 | IIposopmii Ta OesbapBHuii pozunH Bimmoginae

NPo30picTh, onajecneHuin

OcvmonnnenicTs Ph.Eur, 2.2.35 250-305 MOcMons/kr 275 mOcMons/kr
H Ph.Eur. 2.2.3 6.8-7.8 7.2
B'sizkicTs Ph.Eur.2.2.8 1-15 mm¥/c 10 mm?/c
06'em RanoBHeHHs Pizuuns He menme 10.0 M 11.3 mn
3BAKYBAHHS
Hanoenenns nacocy ta = MaxkcamaisHO: 10 HaTHCKAHE, Binmoginae
XapaKTep KpaiLie Iocrifine kpamie yreopeHHs
YTBOpEHHS
InenTadixanin eKToiny HPLC Rt migmorinae Bigmosinae
BmicT exroimy HPLC 20 mr/m + 10% 20 Mr/mi
(18-22 mr/mim)
Herigomi aomimxn Ph.Eur. 2.2.29 He 6imeme 1% <1%
Bwmict a-/y-N-Ac-DABA
Hesinomi gomimxu Ph.Eur. 2.2.29 He 6imsme 0,5% <0.1%
CTOPOHHI JoMimKnR
Hegigomi xomimxn Ph.Eur. 2.2.29 He 6ineme 1% <0.1%
Cymapmno
BincyThicTe gactox Bizyaasnmii IlpaxTraHo BimBHAIT Bin yacTox Bigmosinae
Crepuannicrs Ph.Eur. 2.6.1 Crepunsno Binnogimae

Hata ananizy 09.11.2023

Cepis Hepoaacoraroro nponyxry ( in bulk): Bulk 227878

Hignuc/mramMn ynosHoBaxeHoT 0cobu
Jorg Schmits-Esser
Hara:14/11/2023
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Version 4.0

SONA-PHARMEXIM LLC TOB «COHA-PAPMERCIM»

271 Mykoly Grinchenka Str. sy, Muroaw (pindensa, 2/1

03038 Kyiv 03038 Kuis

Ukraine Vipaiua

DECLARATION OF CONFORMITY LEKNAPALUS BIANOBIGHOCTI

We hereby declare that the product HYLO-DUAL®,
sodium hyaluronate containing and ectoin containing
aye drops, to be placed on the market conforms to
the requirements of Technical Regulation for medical
devices, approved by KMU Resolition No. 753 on
072.10.2013 {thereafter — TR for medical devices). The
conformity assessment procedure regarding the
product  HYLO-DUAL®,  sodium  hyaluronate
containing and ectoin containing eye drops, was
performed according to the annex 6 and annex 8 of
TR for medical devices by the Notified Body for
conformity assessment Ukrainian Scientific institute
of Certification LLC, UA.TR.118, located at the
address 7 Kudryavsky descent, office 320, 04053
Kigv, Uloraine (Notifled Body for conformity
assessment) with granting the Certificate of
Conformity Ne PR.907-20 dated 06.04.2020 which is
valid 2l 31.12.2028,

The assessment has been done according to the
annex 6 and annex 8 of TR for medical devices.

Sona-Pharmexim LLC, located at the address 2/1
Mykoly Grinchenka Str., 03038 Kyiv, Ukraine, acts as
the Authorized Representative of the manufacturer
which is responsible for placing the product HYLO-
DUAL®, sodium hyaluronate containing and ectoin

Uum AOKYMEHTOM MM GEHAEDYEMO, WO MPOJYKT
XIAO-AYAN®, ouni wpanni, wo mictate rianypoudar
HaTpho Ta exToly, Wo ssoanTeCR & obir, signosigae
BUMOram Texwivnore Pernamenty wWogoe meguusnx
supabis, satsepikenoro Mocraqosor KMY Ne 753
sig 02.10.2013 {pani — TP woao meauuuny supobisl.
Odivra signosigrocri npoayrry XIAO-AVANS, ouni
Kpanni, wo MicTaTh TanypoHaT HaTpiio Ta eKTolH,
Gyna nposegeHa IriaHo 3 AoaaTroM 6 Ta aogaTROM 8
TP womo meauyHux supobis oprasom 3 ouiMum
sianosigHocTi TOB  “Yepaivcekwid  Haykosudl
inerwryr Ceprudinauii”, UATR.116, posrawosanum
3a agpecon odic 320, Kyapracoxuit yssiz 7, 04053
Huis, Vepaina {Oprad 3 ouidks signosigxocti 3
sugaven ceprudinara signosiguocri Ne PR.90O7-20
sig 06.04.2020 p. repminom il go 31.12.2028.

Quinky Oyao npobeseHo 3rigHo 3 pogartkom 6 va
sopatkom 8 TP wiopo meguunux supodia.
BupobHKa,

YOOBROBAMEHWM NReACTIBHKKEOM

BiANOBiAanLHUM 33 BB8AEHHA & 0bir npogykTy XING-
OVAR®, ouni xpanal, wo MicTaTs risnyponar Hatpbo
Ta eKTOlH, 8 Yxpaisi va sunoadss obos’ssile,
scTaHoBaerx TP WOAC  MegWMHMX
BUCTYNAE

supobis,

komnadin - TOB  «Couna-Papmercimy,




containing eye drops, on the market and fulfilling the
obligations that are set up by the TR for medical
devices.

We ensure and declare that this product to be placed
on the market is classified as Class Is device and it
meets the provisions of the annex 2 of TR for medical
devices,

This declaration, which is valid Gl 31.12.2028, covers
the product HYLO-DUAL®, sodium hyaluronate
containing and ectoin containing eye drops, bearing
the national conformity mark, which is manufactured
at the following manufacturing site:

URSAPHARM Arzneimitiel GmbH
industriestrasse 3%

66129 Saarbriicken

Germany

The declaration is made under the manufacturer's
responsibility.

Date:

Sona-Pharmexim LLC, on behalf of
URSAPHARM Arzneimittel GmbH

Director of Sona-Pharmexim LLC
O.F. Fedorenko «

&

PO3ITaLIOcBaHA 33 agpeccw; syn. Mukonu IpindeHka,
271, 03038 Kuis, Yupaina.

My rapaHiyemo Ta SeKNApYEMO, Wo uell npogysr,
uo ssoauTees B ofir | knacudiryeTeca 3a Knacom s
arigun gogarky 2 TP, signosigac sumoram TP wono
MEAWUHMK BUpobis,

Ua gexnapauls, ska aie ao 31.12.2028, oxonnios
npoaykT XIRO-OVANAT, ouni xpanal, wo micraTe
rianyporar  Hatphio Ya  exrold, 3 HadeceHuMm
HayloManbsHitM  3HaKom  BignosigHocoti,
BUpOSAEHME Ha HacTYNRHIW BupobHuli alnaxul

AKKMA

YPLADAPM Apunatimitrens F'mbX
Ingycrpiewrpacee, 35

66129 Caapbpoxen

Himeuyuua

Hexnapauis cknageds nip signosiganoHicts
supoinuKa.

Dava:

YPCAGAPM Apunatimitrens M'mbX,
B ocobi TOB «Cona-Papmercimn

Aupexrop TOB «Cous-Papmencimn
0.9, ¢e,qopesixo

N




OPUAH 3 QLIHKH BLTOBIHHOCT

TOR «YKPATHCHKHE HAVKOBHI IHCTHTY T CEPTHEGIKAIL = fb‘&
04033, w0, Kals, Kyapsucpradt vasiz, Sy 7, adic 320 %g

g
weneed?
st 4

s F
vy Y

3
'

UATR 116

CEPTU®IKAT BUIIMIOBITHOCTI

Hopaxoer abeipevenns GVRRHICHYBANHS CHCTEME  VEpapinEs aricre ol wac
pHpoGHINTBA MeARYHBX BHPODIB (Jomatox & Texmiynoro permaMeHTY MOIO MEIHUHHX
BHPODIB, 3TREPIKeHOTO noctanoeew Kabinery Minlcrpis Yrpainu pin 02,10.2013 XN 753 (TP)

Bupotmui: URSAPHARM Arzneimittel GmabH /
YPCADAPM Apuspaiivirreas FudX

Hpranyna Industriestrasse 35, 66129 Sawrbwiicken, Germany /
ajapeca: lagyerpienrrpacee 35, 66129 Caapipioren, Hisewusna
Bupotunui URSAPHARM Arzneimittel GmbH/

HAOHAKHE YPCAQAPM Apumatimitress IvbX

Industriestrasse 35, 66129 Saarbriicken, Germany /
Ignyverpiewrpacee 35, 66129 CaapSproxen, Hivewwuna

- ¥nosuopamennii TOB «Cona-Oapyerciv
 HPeICTABHMK! (3038, rya. Muxomn Ipisvenka 2/1, M. Kule, ¥Yipaina

JPIIOY 40130755

- Bupobu: XIAOIVATY, ouni kpanat, mo MicTsTh HaavpoRat uwarpio Ta
L exroin/ Sodivm hyaluronate containing and ectoin containing eve
drops: HYLO-DUAL®

Kaac: L I {crepuanumii}

:Hpﬂiﬁa‘w}lﬁﬁ opran 3 omimxu pigmosizsecti Tosapucrse 3 obmewenow siasopizamsumicTio
<~iyh§)dmthkﬂﬁ Hayrosul  Iscreryy ceprafiraniy  (ewmadicaitodt sosep N UATRIIG
e aasHadensll  BRPODHEK  ROPOBANNB  CHOTCMY  VHPARHHNA  ARICTIO B3 oTanax
’-_,Bu;‘;m.sm;.n:ma Ha CTANIAX, MO Hop's3mi i3 salosneycHBAM Ta 30CPOKCHHAM CTAHY CTEPHABHDCTL, ¥
.‘ Bixmoslmocti qo oynkris 327 Josatsa & TP 73 axa € of exToM NCPIOAHYHNX BATAIOBNS ayDTin
‘:31*-3;5130 3 t;_\}rm‘«;friasé i1 Jlosarka &6 TP,

Hizerasa s pugavi:
o ART excrneprTH2p goxkyMentadi N PRIOOT/RC/3-24 pig 31.01.2024,
P;mumﬁ npo suasy cepradixarta Ne PROOT/RCI/A-24 pig (02.02,2024,

Ceprudikar No P.R.QG’?»ZG .

- Hitienuit 20«31 rpyams 2028 p.

. Buaanns Ne 3 wig «02» morore 2024 p,
Brepuaig aumﬂ_@ 06.04. 2020,

Kepipank oprany 3
OIHHEH BLEIOBLHOCT]
Povan MHXAJKO

‘ memu 132




OPPAH 3 QLIFKH BUHTOBLHOCT E ot
TOB « YKPATHCHKIE HAVKOBHIL THOTHTYT CEPTHOIKAINT - "& G

04053, w. Ky, Kyapsscvkt vagiz, Sya. 7, aoic 320
UATRIIS

ICTOPIH CEPTHMIKATA

No a/n

Jara Onuc
BHAAHHA
1 06 xkuiras 2020 p. | Brepuie rugano.

3MIHCHO aapecy Y NORHOBLKSHOTO HpercTannuka 3 <3680,

2 05 rpyann 2022 po | sya, Musosu Upingcnxa 4, v Kuis, Vipainay na «03038,
syi. Muaxonu Ppingenxa 271, s Kuir, Vipaiaan,
3 (2 mororo 2024 p. | Horropuo cepragddraBano.

Ceprudixar Ne PRIOT-20

- Histenut no «31» rpyans 2028 p.
“Buganss Ne 3 gig «02» mororo 2024 p.
- Buepue sugano 06.04.2020.

KepisHHE Oprany 3
OUIHKH BUTIORITHOCT
Posan MHUXAJIKO

| ,}};Q .é:;%p'n:-r(pixam Ne PRO0G7-20 Coropiaxa 232




Ne 003262
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LMD 26/A0.03.2021

Version 2.8

SORA-PHARMEXIN LLL
Mykoly Grinchernka Str. 3
03680 Rviv

Ukraing

DECLARATION OF CONFORMITY

We hereby declare that the product HYLG-DUALY,
lubricating ave drops with sodhan hyaluronats and
agtoin, 10 mi, to be placed on the market conforma
1o the reguirements of Technical Regulation for
medical devices, spproved by KMU Sesolution Mol
T83 o 3102013 {thereafter — TR for medical
devices), The conformity asssasment procedurs
regarding the product BYLG-DUAL® was parformad
according 1o the annex § and annex R of TR for
maerticsl devites by the Notified Bady for conformity
assessment  Ukrainian  Sclendific rstitite  of
Lertification LLC, UATR.1LR, iocated ot the address
¥ Hudryavsky descent, office 328, (4053 Kiew,
tkraine {Notiflad Body for conformity assessmant)
with granting the Certificate of Lonformity R
PROGT-Z0 dated B6.08.3030 which i valid il
06.02.2024,

The assessment has baen done according to the
annex & and annex § of TR for medical devices.

Sona-Pharmexim LLL, located at the address Mykely
Grinchenka Str. 4, 03680 ®yiv, Ukraine, acls &3 the
Authurized Representathve of the manufacturer
which s resporaibis for placing the produgt HYLG-
BUALY on the market and fuiffling the obligations
that are set up by the TR for medical davices,

s Kulg, Ywpatua

TOB «CORA-DAPMERTIM
By, Makomss Mplvvyenra 4
03680 Kuts

Yepaisa

SERAAPALR BIONOBIGHOOM

Lptdd SOBYMEHTOMN M JORABIVEMD,
XERO-GYAn®,
HAEAYRORATOM NATRIG TR exroines, no M wma, W

LG NRBOAYKT

xpanal gy avBpekauyll oaslt 3
BROAMTHOR B 08, sianosigas susoran Texulyboro
ParnasmenTy MBS IMRINMY
zaTeepaenare  Tlocranosoie HMY Neg 733 mig
02.10.2013 {aaal ~ TP wono megwsnnx supnbisl
Cuinka signosigroct npogyrry XIRG-Q¥ANT Syna

g

NROBRANHA IR0 3 AOARTHOM b T8 A04A8THOM & TR

BLOAG gpotin,

HOHT  MeguHHHY  BMpOGIB  ODIEMOM 3 DUIHRM
signosiasoct TOR “Vxpalncess#t | Hayxonult

fwersryr Coprudiranit”, UATRLLE, poarsiuonamem
32 snpecos ofie 320, Byapnacernd yagis 7, 84853
Hatly, ¥epaina {Oprav 3 oyl sigrosiguoct 2
auaass cepredivara signosigaoo N PR.GOF-30
aig 06,08 2030 p. repssinom gl go 08022024 p.

Oulriy BYAD NDCREASHT 3NIAHT 3 A04aTKOM § 13
Sogariom & TP wnao measrnnx gupoiis,

YrogHosamen  npeacrassurore supolineeg,
sianosiganbm 33 essgendr & ofily npogyuty
XIAC-AYANY & Yipaint 72 suyoHanns ofor’sas,
poranosaenmx TR winas  megsunsx  aupodis,
pucrynas  wonnakin OB alona-Wapssexcive,
DOITHULEANS 38 agpecon mya, Muroan Fplauenis
4, 3680 Kuily, Yupaina,



We ensure and declare that this product W be
plaved on the market I8 classified as Class b5 device
and it meets the provisions of the annex 2 of TR fiw
medical devires.

This declaration, which s valid ¢l 08.02.2024,
covers the product HYLG-DUALY, ubricating eye
drops with sodium hyaluronate and ectoin, 10 mi,
which s

bearing the nationst conformity mark,
bearing the national conformity 3K

marsfactured at the following manufacturing site:

URSAPHARM Srensimittiel GmbN
industrisstrasse 35

8138 Saarbriicken

Garmany

Date:

Sona-Pharmexin UL, on behalf of
URSAPHMARKS Srroehmittel Grobi

Oirector of Sona-Pharmexim LLC
QuF, Fedorenka

Bt TODANHTYEMD T JEKNAPVERD, WD LeN NPOJYKT,
o aenaANrToCs & OOl | saacuddryereds 3a naanos IS
ARO Bogarky & TP, signosigas smorass T8 wone

MRE SR Brpohiy,

Ua gaunapaudy, sus gie go 06023034 p., oxonmos
npoayrt XAQ-BYAR®, wpanal gon avBsganit oust
FIAAVROHATOM HATRIRY T8 3 exXyoinon, no 10 s, 3
HAHESCEHMAM HEUIORAABHYM ZHaKON slanosigroct,
HATTYNIHIR  spobusni

Axuit aepolasanit s

Sinsstuh

¥PCAGAPR Apunafiairrens TvmBX
Isgyorpiswtpaces 35

55128 Canpbprona

Hisssmsmna

Hara

YPRCAGAPM Apynaiissivrans DBy,
& gcobi TOR alona-hapsaexaiv

Juperrop TOB «Coxa-Papmancian
QR PaaopaHun




OPI'AH 3 OLIHKH BIANOBIAHOCTI DA .
OB «YKPATHCHKI}I HAYKOBHI IHCTHTYT CEPTHOIKALID: 45 F U n |

04053, m. Kisia, Kynpsecesndi yasis, Sya. 7, oic 320
SE%  |CERT

CEPTU®IKAT BIIIIOBITHOCTI

Mopapnox 3a6esnestennn dynxuionysanya  CHCTEMH ynpapiinna  AKicTio nix  uac
pHPOGHHUTBA MO IHAX pupobis (Homatox 6 TEXHIMHOTO PErNAMEHTY OAC MEIHUHHX
BUpOGiB, IMTHEPIKEHOIO NOCTRAHOROIO Ka6inery Minicrpis Yxpainn Bix 02.10.2013 Na 753 (TP)

Bupobuuk: URSAPHARM Arzneimittel GmbH /
YPCA®APM Apunaiimirrens Im6X

IOpunnmna Industricstrasse 35, 66129 Suarbriicken, Germany /
appeca: Iunyerpiemtpacee 35, 66129 Caapbptoken, Himeuuuna

Bupobun«i URSAPHARM Arzncimittel GmbH /

MUTOIAKIS YPCAO®APM ApumaiimiTrens I'n6X

Industriestrasse 35, 66129 Saarbriicken, Germany /
Innycrpieurtpacce 35, 66129 Caap6proxen, Himewunna

Vnosnopaskennii  TOB «Couna-@apmexcis
NPEACTABHHKS 03038, ayn. Muxomis Ipirvenxa 2/1, M. Kuis, Yrpaina

Kon €PIIOY 40130755

Bupobu: XLI0-TYAN®, ouni xpanai, wo Micrars riaayponar narpio Ta
exroin/ Sodium hyaluronate containing and ectoin containing eye
drops: HYLO-DUAL®

Knac: 1 (crepuabHmii)

Mpunayennit oprax 3 ouiaxy sinnonianocri Topapuerse 3 ofmexeno pianosinanbuicro
«Yxpaincoxuii naykosuit fwcruryT ceprudlxaulin (inenudixauiiinnii nomep Ne UA.TR.116)
fMiATEEpIUKYE, 10 3Q3MaYeHnil BUPOOHHK BNPOBATNB  CHCTCMY ynpasnigi® ARIiCTIO HA cTanax
BipoBHHUTRG HA CTAJNX, Mo no'siaxi i3 an6canenennaM Ta J6EPEKEHHNM CTAHY CTEPHIILHOCH, Y
giznosignocTi zo nynxris 3-7 Joxarka 6 TP ta sxa € 0G’€KTOM MepiONHYMIX HATMIRNOBHX RYWrTiB

arinuo 2 nynkris 8-11 Honarxa 6 TP.

MizcTapa aas BUAAYi:

AKT eKCIepTH3M JoKyMeHTauii Ne PR.907/RC1/3-24 sin 31.01.2024;

Piwewns npo Buaawy cepTrdixara Ne PR.907/RC1/4-24 nix 02.02.2024,
o /ﬁ“ *‘}

L

Cepmtdikar Ne PR.907-20

Jiticuuit no «31» rpynus 2028 p.
Bunanuusa Ne 3 Bix «02» mororo 2024 p.
Briepiue unato 06.04,2020.

,,,,,,

Kepisnuk oprasy 3

ot Cropinka 132
wpaiysnl

(;{g; _ BERBPENNO 0.9
ey, /é:z’ EUPEKTOP




UA.TR.116

OPTAH 3 OLUHKH BIATIOBIAH
TOB «YKPAIHCLKHI HAYKOBH
04053, ». Katin, Kyapsscrxnit yasis, Gy 7, odic 320

ICTOPISAA CEPTUMIKATA

w .
{1 IHCTUTYT CEPTHOIKALLT E]- @ %\ Um

= CERT

Nt a/n

Jara

Onue

BHAAHHA

| 06 xaitns 2020 p.

Bnepiue BHARHO.

38 ]

05 rpyans 2022 p.

3minero axpecy YNOBHOBAXEHOrO NpeiCcTaBHIKE 3 3680,
By”. Muxomit Ipinenxa 4, M. Kuis, Ypaina» Ha «03038,
By, Mukonu I'pinvenxa 2/1, M. Kuis, Yrpaina».

3 02 motoro 2024 p.

TlosTopHO cepTHiKoBRHO.

Crpnpinule
npony kBl
Lo

Ceprudixar Ne PR.907-20

Iiticuuii no «31» rpyana 2028 p.
Brnanns Ne 3 sin «02» mororo 2024 p.
Brepiue sigano 06.04.2020.

;;;;;

Kepisuux oprany 3
oHiHKY BianoBiAHOCT
Poman MUXAJIKO

Jlo ceprudixara Ne PR.907-20 Cropisxa 232

A . MERGPENN0 0.9
,, 0;;{ 6?{/7« /w SHPEXTOP




[Ha dipmoBoMy OmaHKy xommasii Ypcadapm]

CEPTHO®IKAT AHAJII3Y
Ne 55.1911
XLIO-AYAJI®, ouni kpanii
Howmep cepii: 312311
Jlata BHpOOHMIITBA! 18.12.2024
[pupaTHui 10: 12/2027
Posmip cepii: 20210 yn.
TECTH METOA CHEIA®IKAII PE3YJBTATH
3osHiluHii BUIIAML, Ph.Eur. 2.2.1,2.2.2 | IIposopwuii T2 6e30apBHIH PO3UMH Biamosizgae

NPO30PICTh, onajecueHis

OcMOJSLIBHICTE Ph.Eur. 2.2.35 250-305 MOCMOIIB/KT 279 mMOcMOnB/Kr

pH Ph.Eur. 2.2.3 6.8-7.8 7.2

B's3kicThb Ph.Eur.2.2.8 1-15 MM?/c 9 mm%/c

00'eM HANOBHEHHS Pizanus He menme 10.0 ma 11.3 M
3BAKYBAHHA

HanoBHenHs Hacocy Ta - MakcuMansHo: 10 HaTHCKaHb; Bignoeinae

xapaKTep Kpaiie TlocriiiHe kpaiuie YyTBOPCHHA

yTBOpPEHHA

Inentndixanis exTOIHY HPLC Rt Bipnosizae Bignosigae

BmicT exToiHy HPLC 20 mr/mn £ 10% 20 mMr/mMn

(18-22 Mr/mi)

Hepigomi gomimxkun Ph.Eur. 2.2.29 He 6impie 1% <1%

Bwmict o-/y-N-Ac-DABA

Hegigomi poMinikn Ph.Eur. 2.2.29 He 6inpme 0,5% <0.1%

CTOPOHH] JoMinKy

Hesigomi gomMiliKkn Ph.Eur. 2.2.29 He 6insie 1% <0.1%

Cymapno

BiacyTHicTh 4acTOK BizyansHuil TIpaKkTHYHO BiIBHUH BiJl 4aCTOK Binnogizae

CrepuibHiCTL Ph.Eur. 2.6.1 CrepuibHO Binnosizae

Jlara ananizy 31.01.2025

Cepis Hepo3(hacoBaHOTO IPOMYKTY (iin bulk): Bulk 401666

ITiinuc/ITaMn YIOBHOBaXEHOT 0cobu
Jorg Schmits-Esser

Dara:04/02/2025

/- 1YY,
%;2’: Rt 1 4778 ﬂf 2509 2 O%zo/
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.2} URSAPHARM

Certificate of Analysis Art. no. 55.1911
Product: HYLO-DUAL®, eye drops
Batch no.: 312311
Date of manufacturing:  18.12.2024
Batch size: 20210 items
Expiry date: 2027-12
Test Method Specification Results
Appearance, clarity, Ph.Eur. 2.2.1, |Clear and colourless solution corresponds
opalescence 222 ‘
Osmolality Ph.Eur. 2.2.35 250 - 305 mOsm/kg 279 mOsm/kg
pH PhEur. 223 |6.8-7.8 Tl
Viscosity Ph.Eur. 2.2.8 1-15 mm?s 9 mm?/s
Filling amount Difference NLT 10.0 ml 11.3 ml
weighing
Priming and dropping e NMT 10 actuations; constant | corresponds
behaviour
Identification of ectoine HPLC Rt corresponds corresponds
Content of ectoine HPLC 20 mg/ml + 10 % 20 mg/ml
(18 - 22 mg/ml)
Test on known impurities: Ph.Eur. 2.2.29
Content of a-/y-N-Ac-DABA NMT 1 % (for information) <1%
Test on unknown impurities: |Ph.Eur. 2.2.29
Any single impurity NMT 0.5 % (for information) |<0.1 %
Test on unknown impurities: |Ph.Eur. 2.2.29
Total unknown impurities NMT 1 % (for information) <0.1 %
Absence of particles Visually Practically free of particles corresponds
Sterility Ph.Eur. 2.6.1 Sterile according to Ph.Eur. corresponds

Date of analysis: 31.01.2025

URSAPHARM SAP no.: Bulk 401666

Date:

Oh.02.2625

Signature: __..> \ o/ Lo

Quality Control Manag
J8rg Schmitz-Esser

& Deputy Head of Quallty Contyol -

B rmapants
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SONA-PHARMEXIM LLC TOB «COHA-PAPMERCIM»

271 Mykoly Grinchenka Str. sy, Muroaw (pindensa, 2/1

03038 Kyiv 03038 Kuis

Ukraine Vipaiua

DECLARATION OF CONFORMITY LEKNAPALUS BIANOBIGHOCTI

We hereby declare that the product HYLO-DUAL®,
sodium hyaluronate containing and ectoin containing
aye drops, to be placed on the market conforms to
the requirements of Technical Regulation for medical
devices, approved by KMU Resolition No. 753 on
072.10.2013 {thereafter — TR for medical devices). The
conformity assessment procedure regarding the
product  HYLO-DUAL®,  sodium  hyaluronate
containing and ectoin containing eye drops, was
performed according to the annex 6 and annex 8 of
TR for medical devices by the Notified Body for
conformity assessment Ukrainian Scientific institute
of Certification LLC, UA.TR.118, located at the
address 7 Kudryavsky descent, office 320, 04053
Kigv, Uloraine (Notifled Body for conformity
assessment) with granting the Certificate of
Conformity Ne PR.907-20 dated 06.04.2020 which is
valid 2l 31.12.2028,

The assessment has been done according to the
annex 6 and annex 8 of TR for medical devices.

Sona-Pharmexim LLC, located at the address 2/1
Mykoly Grinchenka Str., 03038 Kyiv, Ukraine, acts as
the Authorized Representative of the manufacturer
which is responsible for placing the product HYLO-
DUAL®, sodium hyaluronate containing and ectoin

Uum AOKYMEHTOM MM GEHAEDYEMO, WO MPOJYKT
XIAO-AYAN®, ouni wpanni, wo mictate rianypoudar
HaTpho Ta exToly, Wo ssoanTeCR & obir, signosigae
BUMOram Texwivnore Pernamenty wWogoe meguusnx
supabis, satsepikenoro Mocraqosor KMY Ne 753
sig 02.10.2013 {pani — TP woao meauuuny supobisl.
Odivra signosigrocri npoayrry XIAO-AVANS, ouni
Kpanni, wo MicTaTh TanypoHaT HaTpiio Ta eKTolH,
Gyna nposegeHa IriaHo 3 AoaaTroM 6 Ta aogaTROM 8
TP womo meauyHux supobis oprasom 3 ouiMum
sianosigHocTi TOB  “Yepaivcekwid  Haykosudl
inerwryr Ceprudinauii”, UATR.116, posrawosanum
3a agpecon odic 320, Kyapracoxuit yssiz 7, 04053
Huis, Vepaina {Oprad 3 ouidks signosigxocti 3
sugaven ceprudinara signosiguocri Ne PR.90O7-20
sig 06.04.2020 p. repminom il go 31.12.2028.

Quinky Oyao npobeseHo 3rigHo 3 pogartkom 6 va
sopatkom 8 TP wiopo meguunux supodia.
BupobHKa,

YOOBROBAMEHWM NReACTIBHKKEOM

BiANOBiAanLHUM 33 BB8AEHHA & 0bir npogykTy XING-
OVAR®, ouni xpanal, wo MicTaTs risnyponar Hatpbo
Ta eKTOlH, 8 Yxpaisi va sunoadss obos’ssile,
scTaHoBaerx TP WOAC  MegWMHMX
BUCTYNAE

supobis,

komnadin - TOB  «Couna-Papmercimy,




containing eye drops, on the market and fulfilling the
obligations that are set up by the TR for medical
devices.

We ensure and declare that this product to be placed
on the market is classified as Class Is device and it
meets the provisions of the annex 2 of TR for medical
devices,

This declaration, which is valid Gl 31.12.2028, covers
the product HYLO-DUAL®, sodium hyaluronate
containing and ectoin containing eye drops, bearing
the national conformity mark, which is manufactured
at the following manufacturing site:

URSAPHARM Arzneimitiel GmbH
industriestrasse 3%

66129 Saarbriicken

Germany

The declaration is made under the manufacturer's
responsibility.

Date:

Sona-Pharmexim LLC, on behalf of
URSAPHARM Arzneimittel GmbH

Director of Sona-Pharmexim LLC
O.F. Fedorenko «

&

PO3ITaLIOcBaHA 33 agpeccw; syn. Mukonu IpindeHka,
271, 03038 Kuis, Yupaina.

My rapaHiyemo Ta SeKNApYEMO, Wo uell npogysr,
uo ssoauTees B ofir | knacudiryeTeca 3a Knacom s
arigun gogarky 2 TP, signosigac sumoram TP wono
MEAWUHMK BUpobis,

Ua gexnapauls, ska aie ao 31.12.2028, oxonnios
npoaykT XIRO-OVANAT, ouni xpanal, wo micraTe
rianyporar  Hatphio Ya  exrold, 3 HadeceHuMm
HayloManbsHitM  3HaKom  BignosigHocoti,
BUpOSAEHME Ha HacTYNRHIW BupobHuli alnaxul

AKKMA

YPLADAPM Apunatimitrens F'mbX
Ingycrpiewrpacee, 35

66129 Caapbpoxen

Himeuyuua

Hexnapauis cknageds nip signosiganoHicts
supoinuKa.

Dava:

YPCAGAPM Apunatimitrens M'mbX,
B ocobi TOB «Cona-Papmercimn

Aupexrop TOB «Cous-Papmencimn
0.9, ¢e,qopesixo

N




OPUAH 3 QLIHKH BLTOBIHHOCT

TOR «YKPATHCHKHE HAVKOBHI IHCTHTY T CEPTHEGIKAIL = fb‘&
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UATR 116

CEPTU®IKAT BUIIMIOBITHOCTI

Hopaxoer abeipevenns GVRRHICHYBANHS CHCTEME  VEpapinEs aricre ol wac
pHpoGHINTBA MeARYHBX BHPODIB (Jomatox & Texmiynoro permaMeHTY MOIO MEIHUHHX
BHPODIB, 3TREPIKeHOTO noctanoeew Kabinery Minlcrpis Yrpainu pin 02,10.2013 XN 753 (TP)

Bupotmui: URSAPHARM Arzneimittel GmabH /
YPCADAPM Apuspaiivirreas FudX

Hpranyna Industriestrasse 35, 66129 Sawrbwiicken, Germany /
ajapeca: lagyerpienrrpacee 35, 66129 Caapipioren, Hisewusna
Bupotunui URSAPHARM Arzneimittel GmbH/

HAOHAKHE YPCAQAPM Apumatimitress IvbX

Industriestrasse 35, 66129 Saarbriicken, Germany /
Ignyverpiewrpacee 35, 66129 CaapSproxen, Hivewwuna

- ¥nosuopamennii TOB «Cona-Oapyerciv
 HPeICTABHMK! (3038, rya. Muxomn Ipisvenka 2/1, M. Kule, ¥Yipaina

JPIIOY 40130755

- Bupobu: XIAOIVATY, ouni kpanat, mo MicTsTh HaavpoRat uwarpio Ta
L exroin/ Sodivm hyaluronate containing and ectoin containing eve
drops: HYLO-DUAL®

Kaac: L I {crepuanumii}

:Hpﬂiﬁa‘w}lﬁﬁ opran 3 omimxu pigmosizsecti Tosapucrse 3 obmewenow siasopizamsumicTio
<~iyh§)dmthkﬂﬁ Hayrosul  Iscreryy ceprafiraniy  (ewmadicaitodt sosep N UATRIIG
e aasHadensll  BRPODHEK  ROPOBANNB  CHOTCMY  VHPARHHNA  ARICTIO B3 oTanax
’-_,Bu;‘;m.sm;.n:ma Ha CTANIAX, MO Hop's3mi i3 salosneycHBAM Ta 30CPOKCHHAM CTAHY CTEPHABHDCTL, ¥
.‘ Bixmoslmocti qo oynkris 327 Josatsa & TP 73 axa € of exToM NCPIOAHYHNX BATAIOBNS ayDTin
‘:31*-3;5130 3 t;_\}rm‘«;friasé i1 Jlosarka &6 TP,

Hizerasa s pugavi:
o ART excrneprTH2p goxkyMentadi N PRIOOT/RC/3-24 pig 31.01.2024,
P;mumﬁ npo suasy cepradixarta Ne PROOT/RCI/A-24 pig (02.02,2024,

Ceprudikar No P.R.QG’?»ZG .

- Hitienuit 20«31 rpyams 2028 p.

. Buaanns Ne 3 wig «02» morore 2024 p,
Brepuaig aumﬂ_@ 06.04. 2020,

Kepipank oprany 3
OIHHEH BLEIOBLHOCT]
Povan MHXAJKO

‘ memu 132




OPPAH 3 QLIFKH BUHTOBLHOCT E ot
TOB « YKPATHCHKIE HAVKOBHIL THOTHTYT CEPTHOIKAINT - "& G

04053, w. Ky, Kyapsscvkt vagiz, Sya. 7, aoic 320
UATRIIS

ICTOPIH CEPTHMIKATA

No a/n

Jara Onuc
BHAAHHA
1 06 xkuiras 2020 p. | Brepuie rugano.

3MIHCHO aapecy Y NORHOBLKSHOTO HpercTannuka 3 <3680,

2 05 rpyann 2022 po | sya, Musosu Upingcnxa 4, v Kuis, Vipainay na «03038,
syi. Muaxonu Ppingenxa 271, s Kuir, Vipaiaan,
3 (2 mororo 2024 p. | Horropuo cepragddraBano.

Ceprudixar Ne PRIOT-20

- Histenut no «31» rpyans 2028 p.
“Buganss Ne 3 gig «02» mororo 2024 p.
- Buepue sugano 06.04.2020.

KepisHHE Oprany 3
OUIHKH BUTIORITHOCT
Posan MHUXAJIKO

| ,}};Q .é:;%p'n:-r(pixam Ne PRO0G7-20 Coropiaxa 232
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Version 2.8

SORA-PHARMEXIN LLL
Mykoly Grinchernka Str. 3
03680 Rviv

Ukraing

DECLARATION OF CONFORMITY

We hereby declare that the product HYLG-DUALY,
lubricating ave drops with sodhan hyaluronats and
agtoin, 10 mi, to be placed on the market conforma
1o the reguirements of Technical Regulation for
medical devices, spproved by KMU Sesolution Mol
T83 o 3102013 {thereafter — TR for medical
devices), The conformity asssasment procedurs
regarding the product BYLG-DUAL® was parformad
according 1o the annex § and annex R of TR for
maerticsl devites by the Notified Bady for conformity
assessment  Ukrainian  Sclendific rstitite  of
Lertification LLC, UATR.1LR, iocated ot the address
¥ Hudryavsky descent, office 328, (4053 Kiew,
tkraine {Notiflad Body for conformity assessmant)
with granting the Certificate of Lonformity R
PROGT-Z0 dated B6.08.3030 which i valid il
06.02.2024,

The assessment has baen done according to the
annex & and annex § of TR for medical devices.

Sona-Pharmexim LLL, located at the address Mykely
Grinchenka Str. 4, 03680 ®yiv, Ukraine, acls &3 the
Authurized Representathve of the manufacturer
which s resporaibis for placing the produgt HYLG-
BUALY on the market and fuiffling the obligations
that are set up by the TR for medical davices,

s Kulg, Ywpatua

TOB «CORA-DAPMERTIM
By, Makomss Mplvvyenra 4
03680 Kuts

Yepaisa

SERAAPALR BIONOBIGHOOM

Lptdd SOBYMEHTOMN M JORABIVEMD,
XERO-GYAn®,
HAEAYRORATOM NATRIG TR exroines, no M wma, W

LG NRBOAYKT

xpanal gy avBpekauyll oaslt 3
BROAMTHOR B 08, sianosigas susoran Texulyboro
ParnasmenTy MBS IMRINMY
zaTeepaenare  Tlocranosoie HMY Neg 733 mig
02.10.2013 {aaal ~ TP wono megwsnnx supnbisl
Cuinka signosigroct npogyrry XIRG-Q¥ANT Syna

g

NROBRANHA IR0 3 AOARTHOM b T8 A04A8THOM & TR

BLOAG gpotin,

HOHT  MeguHHHY  BMpOGIB  ODIEMOM 3 DUIHRM
signosiasoct TOR “Vxpalncess#t | Hayxonult

fwersryr Coprudiranit”, UATRLLE, poarsiuonamem
32 snpecos ofie 320, Byapnacernd yagis 7, 84853
Hatly, ¥epaina {Oprav 3 oyl sigrosiguoct 2
auaass cepredivara signosigaoo N PR.GOF-30
aig 06,08 2030 p. repssinom gl go 08022024 p.

Oulriy BYAD NDCREASHT 3NIAHT 3 A04aTKOM § 13
Sogariom & TP wnao measrnnx gupoiis,

YrogHosamen  npeacrassurore supolineeg,
sianosiganbm 33 essgendr & ofily npogyuty
XIAC-AYANY & Yipaint 72 suyoHanns ofor’sas,
poranosaenmx TR winas  megsunsx  aupodis,
pucrynas  wonnakin OB alona-Wapssexcive,
DOITHULEANS 38 agpecon mya, Muroan Fplauenis
4, 3680 Kuily, Yupaina,



We ensure and declare that this product W be
plaved on the market I8 classified as Class b5 device
and it meets the provisions of the annex 2 of TR fiw
medical devires.

This declaration, which s valid ¢l 08.02.2024,
covers the product HYLG-DUALY, ubricating eye
drops with sodium hyaluronate and ectoin, 10 mi,
which s

bearing the nationst conformity mark,
bearing the national conformity 3K

marsfactured at the following manufacturing site:

URSAPHARM Srensimittiel GmbN
industrisstrasse 35

8138 Saarbriicken

Garmany

Date:

Sona-Pharmexin UL, on behalf of
URSAPHMARKS Srroehmittel Grobi

Oirector of Sona-Pharmexim LLC
QuF, Fedorenka

Bt TODANHTYEMD T JEKNAPVERD, WD LeN NPOJYKT,
o aenaANrToCs & OOl | saacuddryereds 3a naanos IS
ARO Bogarky & TP, signosigas smorass T8 wone

MRE SR Brpohiy,

Ua gaunapaudy, sus gie go 06023034 p., oxonmos
npoayrt XAQ-BYAR®, wpanal gon avBsganit oust
FIAAVROHATOM HATRIRY T8 3 exXyoinon, no 10 s, 3
HAHESCEHMAM HEUIORAABHYM ZHaKON slanosigroct,
HATTYNIHIR  spobusni

Axuit aepolasanit s

Sinsstuh

¥PCAGAPR Apunafiairrens TvmBX
Isgyorpiswtpaces 35

55128 Canpbprona

Hisssmsmna

Hara

YPRCAGAPM Apynaiissivrans DBy,
& gcobi TOR alona-hapsaexaiv

Juperrop TOB «Coxa-Papmancian
QR PaaopaHun
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