Thea

let's open DU SYes DECLARATION OF CONFORMITY
JEKTAPAHIA BITHOBLUIHOCTI

We, Laboratoires Thea, 12 Rue Louis Blériot, 63100 Clerniont-Fertand Cedex 2, France, declare under our
entire responsibility, that the following medical device:

Mu, Javopemvap Tea fLaboratotres Thea], 12 ava. Jvi Baepio 63100 Kaepaion-Deppan Cederxe 2 Dpamyis
[12 vwe Lows Bléviol, 63017 Clermont-Ferrand Cedex 2, Francr], sausimtene  surirownn 2 esae
SIONOGIQWIBHICTIR, 10 HACTRY I Meduinl supob

Type of medical devive: Lubricant and wetting ophthalmic solution with trehalose and sodium hyaturonate as
principal ingredients

Tan sedwunozo eupody: 3vamveiunii | 36oa0Cyionll OPmarsMoaosiond] poRat, o, Micauis
MPe2ARDSY § AQTEPOHIN HAMPHO 6 AKOCIIL CCHQGHEX THEPLOTCHINIE.

Produet designation(s): Thealoz Duo
produced at the manufacturing site Farmila-Thea Farmaceutiol S P.AL Via B, Fermi, 50, 20019 Settmo
Milanese (M), Italy,

satisfy the provisiens set in the curvent French Public Health Cade.

Hasea npodysnry (~ig): Tew 103" Jvo
SUSOMOSIERA Nt BUPOBRWNTE Ol Papmiaa-Tea Qapuaeymiyl CILA [Farmilo- Thea Farmaceuticl
SPALL ey B epat. 30, 20009 Cemmiin Minanece (M, ncviin,

BISHOSIOGE NOAWICSHISEM, Wo semanosrend v Otouonty. Ppamyvassosy Kodencl oXopoun sposaicpros
2opas s,

The conformity of this Class Ilb device (avcording to the classification nule n°8 of Anvex IX of Directive
Y3AVEEC of 14 June 1993) has been assessed i avcordance with the Amnex 1L3 of Directive 93 MAEEC of
14 June 1993 concerning medical devices and the Annex 3 of Technival Regulation concering wiedical
devices approved by resolution of the Cabinet of Ministers of Ukeaine No 753 of October 2, 2013

Bidnosidnicms yevar supotia Keawy b (sidnasiono do apasnaa wrcpicadt N 3 Jodamsy: IX Hupermusit
934 VEEC gio 14uepsun 1993 p. ) tyaa oylnena s2i0n0 3 Hodamros 1.3 fupermueu 9342 ELC i) Iduepens
1903 p. wode sedwan supodie ma Joowaxos 3 Texwiwwes Pestenma wode Medwone supobis, wo
samseposcenul nocmanosore Kabineny Mivicompis Yipatun Ne 753 gio 2 acosnmusy 2013 povy.

The apposition date of CE mark i 2012
Hama sanecennn €C Mapryeanss 2012

The apposition date of the national conformity mark iy 2016
Mark of conformity with Technicat regulations (as described, approved by Resolution of the Cabinet of Ministers
af Ukraine Ne 1184 of December 30, 2013)
JHama nanecenus MupKyeanis Gayiouaisrus snarost sionosidnocsi: 2016
Buax sidnosioneemi Texutwaeme Pesaavenmam (eiono onucy, zehsepinceiven Hocowmosoir Kabinemy
Minicmpis Yepaiuu id 30 spyous 2013 p. Ao 1184)
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GMDN code: 44237 - Labricant, eve
Kep Mixcrapodnor soveyragmypreseuunux-supabic f[GMDN - Glvbal Medical Device Nomenclotire] — xoo
GMDN: 44237 — Inengveid, owd

NBOG code : MD 0105 - Nou active ophthalmologic deviees
Kod Onepamusnol spyni yrosrogaeetuy apaanie [INBOG - Notified Body Operations Group] - keo NBOG:
0103 - neswemueid odimaiomorezion supody

Laboratoires Thea received BEC CERTIFICATE Approval of full Quality Assurance System, issued by the
Notified Body No. 0459 GMED GROUP LNE: CERTIFICATE No: Q163 rev. 16, expivy date: May 26th, 2024
{ingluded).

Jabopanyap TEA [Laborateives Theal ompavia EC CEPTHOIKAT 3amespoawenns noanot Ccmesit
Saterneuennn Arvocnd, wadanuil ¥ngsrosaoiceuny Opzouon Ne 0459 Haglowunsna 3a0opemmopis sempoioel
i cunpotiyeos: CEPTHOIKAT Ne Q163 peo. 16, mepmin 9l 20 pipeeng 2024 fonowie),

The Certificate of conformity to the Technical Regulations for Medical Devices (approved by Resolution of
th’e Cabinet of Ministers of Ukvaine of October 2, 2013 Ne. 753)

o UATR.O098.0038-16 updated on June 20, 2019 has been issued: by the Certification body (vonfomity
assessment) “Ukrainian Center for Medigal Certification and Progoostication LLC™, Registration number of
the Certification body (conformity assessmenty: UATR.098).

This Certificate is valid wntil July 10th, 2021,

Ceppuupivam widnosionvemi eusecaye Texugiunozo Pecsguenmy 048 eupodbls MeOWuwen ApusHaues,
Bmeepdncennt novmarosorw Kadinenw Mintowmpis Yrpatoe N 7533 «16 2 scopmun 2003 pexy) sa A2
UA TR AO98.0038-16 oneeweno 20.00.2018  sidano: Opsanost 3 cepmudivagll (oidniu sidnosiionecnd) TOB
GV rpaivenral Yenum MGl Cepriiiatil 1 RpOSHORYS ALY,

Hoarep Upeany 3 cepmaubineagil forgasy sicnosionocmil; U4 TR 098,

Hedi Ceppuapinant Offondt do: 1) awps 2021 p.

This Declavation of conformity is valid until July 10, 2021 (included).
L Hecrapanit sionesidnoemiolicia Go LU aurs 2021 polskmsano).

Authorized Represeatative in Ukraing Vioruosioresnlt  Representative office "Laborateirgs Thea”
npedcmaenur & Yrpainl fpedemasiammes "abopamyap Tea”
Location Authorized Representative Miciesnaxodareras  Ukraing, 04070, Kiev, Volosha str,
YHOSHOGINCEHO0 APROCHIS I 51 427-"B", 3 floor, office 1. tel, (044) 467-

ST-F0 4 ¥rpab, 04076, a1 K,

ey Bosacere, 31027 “RY, 3 nogepy,

ogic 1. mea. (0441467 \7~7’()

At Clermont Ferrand, 4 December 2020
Buaniene ¢ Kepaa-Deppan,

{sivnanies A o) sl @§§.§§3 §§°§§s§\ﬁ
&;&&@ﬁ‘%ﬁ | de 3 00% 432 €

Mapx KIPCTETTEP [Mare KIRSTETTER] - SRS <8 Wf; o Lowds Slbrict
Graup QP & Quality Divector - Qualified Person Siage Soctal 2 cenel 2
pAs— c307 CIERMONTFERRAND CEDER S
Ahpemop Dpyey ¥ ma Hcoemi ~ Voeenosaseena ecodba { 047208 14 36 ¢ Fax R 3'3{; o
Hadapamyap Tea , S8 08

OGS Ciszvne,\h\-mwn

TABUHEATBAIRES THEA = AL AT CAPITAL BDEs corjue € o 3
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DECLARATION RELATED TO

LABORATOIRES THEA

ADDRESSES

I, undersigned Mare KIRSTETTER, Responsible Pharmacist of Laboratoires THEA,

hereby certify thatall the following addresses ate equivalent.

In France, addresses are composed with geographic and postal #tems, so 1t is possible

to obtain different addresses for a same place,

Words that composed the address can be interchanged. Morcover, upper case or

Tower case letters can be used and they aré equivalent.

Laboratoires Théa

12 Rue Louis Bleriot
63100 Clermont-Fesrand
France

Laborstoires Théa

12 Rue Louis Blériot
63017 Clermont-Ferrand
Cedex 2

France

Laboratoires Théa
12 Rue Louis Blériot

Zong Industrielle du Brézet
63100 Clermont-Ferrand

Cedex 2
Francs

i Laborateires Théa

12 Ru¢ Louis Blériot
63100 Clermont-Ferrand,
Cedex 2

France

Laborateires Thia

12 Rug Louis Bidriat

Zone Industrielle du Bréget
63100 Clermont-Ferrand
France

{ Laborateires Théa

ZJ1 duBrézet
12 Rue Louis Blériot

Mare KIRSTETTER
Responsible Person
Laboratoires THEA
EREOEATORES THEA CAIS. » DAS. AU TAPTALNE 1 DU 0TS o SPOET DBE KOS CIEVERIFERIAND o TV DURACOHA FR 85 550 315088
1 RUE LDUIS » BLERIOY & 2.0 DU BRERET + ‘6301 CLERMOHTEERRAND CEDEX2 © FRANIE

T GATEPE 58 © BAX D4R 428
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Tosapucrse 3 efvueorenon sinnosizsaaicre
SYKPATHORKRE UEHTP METINROL
CEPTHOIKALT TA TPOTHOIYBAHHES

(TOB «VIMCIb)
UATR.O98

el cepradivar saesiyaye, mo sponyxuin {noeay
CTEpHInL, Riaae 1

Bianoninae suvorast: Texnbunoro perin
Kabdinery Minderpin ¥Yrpaien siy 83
seguenny supodies (Jogarvon 3 scpm

Bapotuux (n): J
(Laboratuires The<v 2? rue Louis
Miene (%) supoGuuny

Mizanece (M1}, Fraain (F
(M1), Featy)

| Bapeccrposannii y P
| OOBTOB '*vu_ o
m 06,2019 p*. N UA TR98.0038-16
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@ Théa

$ann 103540_625163_717128Y21_003_14..gif

CoA 0978 -- V02 uer

THEALOZ DUO 10 ml

Po3uuH odtanbmonoridnnii TEA/103 AYO 10 mn

REFEREMCE/MOCHUNAHHS -

CMC-DP-0923 version 02

Certificate of Analysis No/ Ceprudirar avanisy Ne: 040000024233

Code/ Kog : 6001164
Batch/Cepis: 625163

Manufacturing date/ [lata supo6unursa: 04.09.2020
Expiry date/ Tepmit npuaaTtHocTi: 31.08.2023

Batch quantity/ Posmip cepii: 29030

{Airova €ap. ©apm 2.2.35.;

TESTS/ AHANI3 SPECIFICATIONS/ CNEUM®IKALIL | RESULTS/ PESY/NbTATU
Chemical Laboratory/
Ximiuyna naboparopia

Appearance Practically clear, colourfess liquid and Complies

{visual inspection) practically free from particles

308HILHIA surnag, {IpakTuuso nposupa, 6esBapsHa pianHa, Bianosinae

{aisyanbiuli penad) NPaKTUYKO BINLHA BiA YACTHHOR .
Colour < ref. sol. B Complies
{Current Eur.Ph 2.2.2.)

Konip He Binbil IHTEHCUBHKE, Hid eTanoH Bs Bianosinae
(Airoua €ep. Papm 2.2.2.)
Opalescence = ref. susp. | Complies

{Current Eur.Ph 2.2.1.)

Mpezopicts HE NepeBKUYE Kasiamy TROCTI eTanoda | Bianosigas
{fiovug Eap. Gapm 2.2.1.) ]
pH 6.8-7.6 7.4
{Current Eur.Ph 2.2.3.)
pH 6.8-7.6 7.4
{({lirovwa €sp. Gapm 2.2.3.) o
Osmolarity 170 - 230 masmol/kg 202 mOsmol/kg
{Current Fur . Ph 2.2.35.)

Ocrmonanssicmes 170 - 230 mocmonb/kr 202 mOCsmol/ kg

Viscosity

{Current Eur.Ph 2.2.8.; failing buoll,
viscosimeter}

B'azkicrb

{Afoya Eap. Gapm 2.2.8.; memad
noGaro4ol kKyAbKU, BicKo3UMErnp)

2.0-50mPas -

20-5.0mMa.c

3.0 mPa.s

3.0 mMa.c

Identificatin Sodium
hyaluronate

{internuf method (HLC))
InenTudikauis Havpiio rianyponar
{8H. Memod{BEFPX))

Chromatogram‘ identical to that of standard

Xpomatorpama [4eHTuyHa Xxpomararpami
CTOHAZPTY

Positive

flozuTueHa

Poxan (473 o 1607 24 ﬁ%

1




®ajin 103540 625163 717128Y21 003 002.gif

Sodium hyaluronate assay 0.142 - 0.158 g/100 m| 0.149 g/100 m|
{internal merhod (HPLC))
KinbricHe BuaHauerHs 0.147 - 0.158 r/100 mn (1149 /100 mn

Hatpito rianyponar
(a1, memod(BEPX)) f

identification Trehalose Chromatogram identical to that of standard Pasitive
{Current Eur.Ph.{HPLC))
inedTudikauin Tperanosa Xpomarorpama igeHTHuHa XpomaTorpami MozuTHBHA
(dira Eap. Dopm.(BEPX)) CTaHAApTY
Trehalose assay 2.85-3,15g/100 m! 3.04 g/100 ml
(Current Eur. Ph.(HPLC))
KinokicHe susHauenna Tperanosa 2.85 - 3.15r/100 mn 3.04 r/100 mn
{fiova Eap. Dapm (BEPX))
Extractable volume 2 10.0ml 11.2 mi
{internal method)
OpepmyBanuit ob'em He menwe 10.0 mn 11.2 mn
| fan. memod)
Glucose =05% < LOD {LOD = 0.014%)
(Current Eur.Ph.(HPLC)) ‘
rnloKosa He Binbue 0.5 % < LOD {LOD = 0.014%) ;
(dioua Eap. Gapm .(BEPX])
Other individual impurity S05% 0.1% |
{Current Fur.Ph.(HPLC)) :
byAb-KI IHLWI 4OMILWKK He Binswe 0.5 % 0.1% ]

{Airowa €sp, Gapm .(BEPX))

Total impurities <10% 0.1% '
{Current Eur.Ph.(HPLC))
3arannHa KijieKiCTe A0MILLOK He Ginbe 1.0 % 0.1% .

{ditova Eep. apm (BEPX)) |
Microbiological Laboratory/
Mikpobionaoriuna nabopatopia

Sterility Sterile Sterile
(Current Eur.Ph 2.6.1.) |
CrepwnbHicTb Crepunsiuvia CrepribHuit

{Aioua Eop. dapm 2.6.1.)

Packaging Laboratory/

NakysansHa naboparopin

Packaging control Complies Complies

KOHTPOMb NaKysaHHA Bipnosinae Bignosigae

State ' APPROVED

Cran CXBAJIEHWIA

Date: A2/ lo | Zozo _ / / "

Quality Control Manager/ Aargherita Valente 7 /f‘g ¢ oot [
MeHemKep 3 KOHTPOIO AKOCT L S PR 2]
Date: ACIU {2on, S

Qualified Person/ Laura lannotti ‘,f"_? i i/ I (
YiosHoBaxeHa ocoba ] [ MoV Lol2)

2di2
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LABORATOIRES

DECLARATION OF CONFORMITY
HEKTAPALIIA BIAHOBIJHOCTI

We, Laboratoires THEA, 12 Rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France, declare
under our entire responsibility, that the following medical device:

Mu, Jla6opamyap TEA [Laboratoires THEA], 12 eyn. Jlyi bnepio, 63017 Kuepmon-Deppan Cedexc
2 ®panyia [12 rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France], 31A6154€M0 GUKIIOUHO
1id c6010 GIONOBIOAABLIICIY, WO HACTYNHT MEOUNHT GUPODU:

Type of medical device: Lubricant and wetting ophthalmic solution with trehalose and sodium
hyaluronate as principal ingredients

Tun meduuno2o ¢upoby: Imaufycanbhitl § 360100ICYI04UTE OPMANLMON0RL YHULL POIHLN, WO MICTHUIND
mpezanosy i eianyporan nampio 8 SIKOCMi OCHOBIUX inepedienmis

Product designation(s): THEALOZ DUO
produced at the manufacturing site FARMILA - THEA FARMACEUTICI S.P.A., Via E. Fermi, 50,
20019 Settimo Milanese (MI), Italy,

satisfy the provisions set in the current French Public Health Code.

Hazea npoodykmy (~ig): TEAJTO3 J¥0O
suzomosnena na Gupobnuwili Oinvruyi PAPMITA ~TEA PAPMALEYTIHI CILA [ FARMILA -
THEA FARMACEUTICI S.P.A.], ¢y, E. ®epui, 50, 20019 Cemmimo Minanece (MI), Imaniz,

siOnosidae nonoscernam, 1o scmanosnenni y 0oy Kodexci oxoporu epomadcskozo 300pog A.

The conformity of this Class IIb device (according to the classification rule n°5 of Annex IX of
Directive 93/42/EEC) has been assessed in accordance with the both Annex 11.3 of Directive
93/42/EEC and  the Technical Regulations for Medical Devices  approved
by resolution of the Cabinet of Ministers of Ukraine Ne 753 of October 2,2013.

Bidnosionicme yici npodyiyii Knacy 1Ib (sionosiono do npasuna xnacugixayil Ne 5 Jlooamry IX
Hupexmueu 93/42/EEC) Gyra oyinena sziono 3 Jooamrxom 113 Jupexmueu 93/42/EEC ma
Texuiunomy Peznamenmy Ons 6upobie sMeQUUHO20 NPUSHUMEHTA, WO sameepodcenll NOCIMAR080I0
Kabinemy Minicmpia Ypainu Ne 753 610 2 ocosmus 2013 poxy.

The apposition date of CE mark is: 2012 )

Jlama nanecenns €C maprysanus: 2012 p.

The apposition date of the national conformity mark is: 2016

Mark of conformity with Technical regulations (as described, approved by Resolution of the Cabinet
of Ministers of Ukraine Ne 1184 of December 30, 2015)

Jama nanecenns MapryGarHs HAYIOHWILHUM SHAKOM gionogionocmi. 2016

Suaic sionosionoemi  Texniunum Peznamenmam  (32i0n0  onucy,3ameepooicenozo  Locmanosolo
Kabinemy Minicmpic Yxpainu 6i0 30 zpyons 2015 p. Ne 1184)

LABORATOIRES THEA S.A.S. ¢ S.A.5. AUCAPITALDE 1 004 672 390 813 988 R.C.5. CERMONTFERRAND » TVA INTRACOM. FR 66 390 813 968
12 RUE LOUIS - BIERIOT * Z.I. DU BREZET o 63017 CLERMONTFERRAND CEDEX 2 « FRANCE
TEL 04.73.98.14.36 * FAX 04.73.98.14.24 ED

hip:/ /vrerveJaboratoires-thea.com 150 13425
N0 7001




LABORATOIRES

GMDN code: 44237 - Lubricant, eye
Koo Miscnapodnoi womenxnamypu  meduunux  supobie [GMDN - Global Medical Device
Nomenclature]| — k00 GMDN: 44237 - 3maryyeaui, oqui

NBOG code : MD 0105 - Non active ophthalmologic devices
Koo Onepamusnol zpynu ynosnogascenux opeanis [NBOG - Notified Body Operations Group] - ko0
NBOG: 0105 - neaxmusni othmanesmonoeiuni upodu

Laboratoires THEA received a certificate for complete Quality Assurance System, delivery by the
notified body LNE-GMED No. 0459: Certificate No: 9163 rev.8 expiry date on January 13" 2018.
Hadopamyap TEA [Laboratoires THEA] ompumana ceidoymeso npo nosiy Cucmemy sabesneyenns
axocmi, nadane ynosuoeasicenum opeanom Hayionanenol nabopamopii mempoiozii ma 6unpobyeant
[LNE-GMED] No 0459: Ceidoymeo Ne 9163 ped.§, mepmin 0ii: 13 ciung 2018 p.

The Quality Management System of Laboratoires THEA is certified ISO 9001, NF EN ISO 13485
and ISO 13485 by the LNE-GMED: Certificates Ne 18357 rev. 2, Ne 9558 rev. 6 and Ne 9557 rev. 5,
expiry date on January 13" 2018.

Cucmema ynpaeninus saxocmi Jlabopamyap TEA [Laboratoires THEA] saceiouena 6ionosiono 0o
ISO 9001, NF EN ISO 13485 ma ISO 13483, wo ¢udani Hayionanehoio nabopamopicio memponoail
ma sunpodysans [LNE-GMED]: Cepmugbivamu Ne 18357 peo. 2, Ne 9558 ped. 6 i Ne 9557 ped. 5,
mepmin 011 13 ciuns 2018 p.

The Certificate of conformity to the Technical Regulations for Medical Devices (approved by
Resolution of the Cabinet of Ministers of Ukraine of October 2, 2013 Ne 753) ,
Ne UA.TR.098.0038-16 of July 11, 2016 has been issued: by the Certification body (conformity
assessment) "Ukrainian Center for Medical Certification and Prognostication LLC”. Registration
number of the Certification body (conformity assessment): UA.TR.098).

This Certificate is valid until July 10", 2021.

Cepmugixam  aionosionocmi  eumozant Texwiunoeo Peanamenmy 0na  6upobie  meouunozo
npusHauenns, (sameepoicenuil nocmanosoio Kabinemy Minicmpie Vipainu Ne 753 810 2 21co8mHs
2013 poxy) 3a Ne UA.TR.098.0038-16 6io 11.07.16.  sudano: Opzanom 3 cepmudixayii (oyinxu
gionosionocmi) TOB « Yipaincoruil yenmp meouuHol cepmudiayii ma npo2HO3Y8aHHAY,

Homep Opzany 3 cepmupixayit (oyinku sionosionocmi): UA. TR.098.

et Cepmudgpixam Oiticnuii 00:11.07.2021p

The Quality Management System of FARMILA-THEA is certified ISO 9001 and ISO 13485 by the
CISQ: Certificates No 76775 and Ne 17745 expiry date on December 11" 2017.

Cucmena ynpasninns axocmi PAPMITA-TEA [FARMILA-THEA] sacsiouena sionogiono oo ISO
9001 ma ISO 13485, wo eudani Imaniticoxor gedepayicio opeawie cepmudirxayii [CISQ]:
Cepmugpixamu No 17746 ma Ne 17745, mepmin 0ii: 11 2pyous 2017 p.

This declaration of conformity will expire on December 112017,
L[z Jlexnapayii gidnosionocmi €C empavac wunnicmo 11 2pyons 2017 p.

LABORATOIRES THEA S.AS. © S.A.S. AU CAPITALDE | 004 672 ¢ 390 813 988 R.C.5. CLERMONTFERRAND * TVA INTRACOM. FR 66 390 813 988
12 RUE LOUIS - BLERIOT + Z.I. DU BREZET ¢ 63017 CLERMONT-FERRAND CEDEX 2 + FRANCE
TEL 04.73.98.14.36 © FAX 04.73.98.14.24

hiip://www.laboratoiresthea.com WSO 13485
1150 890}




LABORATOIRES
&

Authorized Representative in Ukraine Representation Laboratoires THEA
Ynoenosancenuit npeocmasnux ¢ Yepaini Hpeocmasuuymeso Habopamyap Tea
Location Authorized Representative Ukraine, 04070, Kiev,
Micyesnaxooacenna Ynosnosauocenozo npeocmasnurxa  Podolsky district, st. Voloska,

building 51 /27- "B", 3 floor, office 1.

tel.(044) 467-57-70,

fax: (044) 467-57-71

Yrpaina, 04070, w.Kuis,

Hooonbcoruil p-u, gyn. Bonocuka,

6. 51/ 27-"R", nosepx 3, ogh. 1

men.. (044)467-57-70,

paxc: (044) 467-57-7

Buuseno s Kiepyon-®eppan [Clermont Ferrand], 19 2016 xopresn

., s '\
T
/midnuc/ /nidnuc
Aun ITEPPE [Anne PERRET] Codi MOMJK [Sophie MOMEGE]
["0toBa KOPIIOPATHBIO] IPYIM YIpaBIiaHsS axicTio  ['exepan HIH JIHPEKTOD
[Quality Group Director] [Chief Executive Officer]
Jlaboparyap TEA [Laboratoires 'lHE‘,A] Jlaboparyap TEA [Laboratoires THEA]

LABORATOIRES THEA S.AS. * S.A.S. AU CAPITAL DE 1 004 672 ¢ 390 813 988 R.C.S. CLERMONTFERRAND * TVA INTRACOM. FR 66 390 813 988
12 RUE LOUIS - BLERIOT ¢ 7.1, DU BREZET * 43017 CLERMONT.FERRAND CEDEX 2 ¢ FRANCE
TEL 04.73.98,14.36 » FAX04.73.98.14.24
http://veww.loboraloiresthea.com

£22i50 13483
NS0 9001




TOB ,,.Yxpatucexuil uenrp
MeMYHOL cepTudIKalii Ta mporuo3ysanms '

v“ 6. G
i C e OX
RN IT Rt

UA.TR.098

BUITMTOBITHOCTI

Hificanit no 10 s 2021 p.

Heit ceprudirar 3acsiauye, mo npoaykiuis (mociayrn):
Odrransmonoriyanit posund «Teanos dyo», erepuabunii, inace b,

Bianosinac pumoram: TexXHi4HOro persiaMeHTy [I0A0 MEAMYHHX BHpPOGiB, 3aTBCPIKCHOrO
nocranosoto Kabimery MimicTpis Yxpainu Big 02.10.2013 Ne 753 «Ilpo 3aTBepmkennn Texniunoro
peraamenTy moao MeaduHuX Bupobin» (Joaarox 3).

Bupofmnx (pospobunk): Jlaopatyap Tea; 12, sya Jlyi Baepio, 63017 Knepmon-®eppan Cenexc 2
@pannia (Laboratoires Thea; 12, rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2 France).
Micue (1) Bapobumrsa: ®apmina-Tea ®apmaneyrini C.ILA; sya. E. Depai, 50, 20019 Cerrivo
Minanece (M1}, Itanis (Farmila-Thea Farmaceutici 8.P.A.; Via. E. Fermi, 50, 20019 Settimo
Milanese (M), Italy).

Ynosuosamenuii npeperapuuk B Yxpaiui: Hpencrasuunrso "JlaGoparyap Tea", agpeca: 04070, m.
Kuis, Honinsepknit p-#, Byn. Boaocobka, 6ya. 51/27-"B", 3 nosepx, odic 1.

HonpatkoBa imdopmanist: xoHTpoab eignmosixmocri npoayxuil Bumoram poaarky 3 Texniunoro
PCIIAMCHTY IIOA0 MegHHMHHX BHpPo6iB  3AiliCHIOETbCS HUIAXOM HAPOBEJCHHS NEPIOFHYHOrO
HATISUIAHHS 3TIHO NPOrpaMiL.

Ceprudixar Buaano: Opranom 3 ceprudikanii (ouinkn sinnosinnocri) TOB «Ykpaluchruii uedrp
meauunol ceprudikauii Ta nporuosysanuay, Bya. Canepruo-Crobinenka, 6. 10, od. 1, M. Kuis, 03028,
arecratn npo axpeaurauiio B HAAY: Ne 80070 Ta Ne 10213, nomep npusuauenoro OOB:
UA.TR.098 na ninerasi piwennst woao nagamus ceprudixanii sia 11.07.2016 p. Ne 0038-218:2016.

Bupobuik 30608 s3anuit - indopmysatit opraH 3 ouwiHku sianosinnoctl npo Oyab-axuil ¢siff Hamip ICTOTHMX 3Min 1o
33TBEPIUKEHOTO MPOSKTY MENMUHOTO BHPoOy, SKI MOXYTb BIUIMHYTH Ha BianosignicTs ocHoBHuM sumoram Jloaatky Ne 1 rta
Honatky 3 mo TexuiuHOro permaMeHty IOAC MeanuHux BHpoOis., V BUnajky NOpYyLIEHHS YMOB, 3a AkuX Oyno BHAAHO
ceprudixat, oprad 3 ouiHky BignosiasocTi Mae npaso npH3yniHUTH Aito ceprudikara alo anynosarty ceprudivar.

3apeecrposannit y Pecerpi
OOB TOB "yuMCH"
11.07.2016 p. Ne UA.TR.098.0038-16

Kepisyux 3 sixocri TOB «YHMCII»




LABORATOIRES
&

DECLARATION OF CONFORMITY
AERKTTAPAIIIA BITITOBITHOCTI

We, Laboratoires THEA, 12 Rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France, declare
under our entire responsibility, that the following medical device:

Mu, Jlabopamyap Tea [Laboraioires THEA], 12 syx. Jlyi bnepio, 63017 Knepmon-Deppan Cedexc 2
Dpanyia [12 rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France], 3aaénaemo eurniouno nid
C6010 610N06I0anBHICMY, WO HACHYNHI Meduyni eupobu:

Type of medical device: Lubricant and wetting ophthalmic solution with trehalose and sodium
hyaluronate as principal ingredients

Tun meduunozo eupotdy: Imayysanvruii i 360n09CyI0YUI opmanemMono2MHILl POSUUH, 140 MiCHUmMb
mpeaanosy i 2ianyponam Hampiio 6 AKOCMI OCHOBHUX iHepedicumia.

Product designation(s): Thealoz Duo
- produced at the manufacturing site Farmila-Thea Farmaceutici S.P.A., Via E. Fermi, 50, 20019
Settimo Milanese (MI), Italy,

satisty the provisions set in the current French Public Health Code.

Haszea npodyxmy (-is): Teanoz® Jyo
suzomoenena na eupobuuvit Oinernuyi Dapmina-Tea Dapmayeymiyi CILA.[ Farmila-Thea
Farmaceutici S.P.A.], eyn. E. @epmi, 50, 20019 Cemmimo Minanece (M), Imanis,

6i0nosidae norooceHHaM, 1o ecmarnosnenni y dirouomy Kodexci oxoponu epomadcvkozo 300p0o6 s

The conformity of this Class ITIb device (according to the classification rule n°5 of Annex IX of
Directive 93/42/EEC) has been assessed in accordance with the both Annex I3 of Directive
93/42/EEC and  the  Technical Regulations for Medical Devices approved
by resolution of the Cabinet of Ministers of Ukraine No 753 of October 2, 2013.

Bionosionicmy yiet npodykyit Knacy IIb (8idnosiono do npasuna xnacugixayii Ne S Hooamxy IX
Huperxmusu 93/42/EEC) 6yna oyinena sziono 3 Jodamxom IL3 upexmueu 93/42/EEC ma
Texniunomy Peznamenmy Ons 6upodie MeOUuHO20 NPUSHAYEHHA, W0 3AMEEPONCEHUT NOCMAHOE0I0
Kabinemy Minicmpis Yxpainu Ne 753 6id 2 scoemmun 2013 poxy.

The apposition date of CE mark is: 2012
LHama nanecenns €C maprysannn: 2012

The apposition date of the national conformity mark is: 2016

Mark of conformity with Technical regulations (as described, approved by Resolution of the Cabinet
of Ministers of Ukraine Ne 1184 of December 30, 2015)

Hama nanecenns maprysanns nayionansnum 3narxom gionosionocmi: 2016

3nax  eionoeionocmi  Texniunum Peanamenmam  (32i0H0 onucy,sameepooicero2o  Ilocmanosoio
Katinemy Minicmpis Vipainu 6id 30 epyons 2015 p. Ne 1184)

LABORATOIRES THEA S.A.S. » S.AS. AU CAPITALDE | 004 672 « 390 813 988 R.C.S. CLERMONT-FERRAND = TVA INTRACOM. FR 64 390 813 988
12 RUE LOUILS - BLERIOT » Z.1. DU BREZET » 43017 CLERMONTFERRAND CEDEX 2 » FRANCE
TEL 04.73.98.14.36 « FAX 04.73.98.14.24
htip:/ /vrveew Juboratoirestheo.com




LABORATOIRES
&

GMDN code: 44237 - Lubricant, eye

Koo Misxcnapodnoi  nomeninamypu  ateoudnux  eupobie [GMDON - Global Medical Device
Nomenclature] — k00 GMDN: 44237 — 3maugyeaui, ouni

NBOG code : MD 0105 - Non active ophthalmologic devices

Koo Onepamusrnioi apynu ynosnosasicenux opaanie [NBOG - Notified Body Operations Group] — ko0
NBOG: 0105 - neaxmusui oghmaiemonoziuni 6upoou

Laboratoires THEA received a certificate of full Quality Assurance System, delivery by the notified
body LNE/GMED No. 0459: Certificate No: 9163 rev.10 expiry date: January 13th 2021.
Jabopamyap TEA [Laboratoives THEA] ompumana ceiooymeo npo noguy Cucmeny 3abesnedenns
axocmi, Hadane ynosnosazicenum opzanom Hayionanenoi nabopamopii memponozii ma eunpodyeans
[LNE/GMED] Ne 0459: Ceidoymeo Ne 9163 peo.10, mepmin oii: 13 ciuna 2021 p.

The Quality Management System of Laboratoires THEA is certified NF EN ISO 13485:2012 by the
LNE/GMED: Certificates Ne 9558 rev. 7, expiry date: February 28th 2019.

Cucmema ynpacninus axocemi Jabopamyap Tea [Laboratoires THEA] cepmugixosana sionosiono
Yo NF EN ISO 13485:2012 Hayionanenoio aabopamopicio memporozii ma 6unpodysarv
[LNE/GMED)]: Cepmudpixam Ne 9558 peo. 7, mepmin 0ii: 28 momozo 2019 p.

The Certificate of conformity to the Technical Regulations for Medical Devices (approved by
Resolution of the Cabinet of Ministers of Ukraine of October 2, 2013 Ne 753) :

No UA.TR.098.0038-16 of July 11, 2016 has been issued: by the Certification body (conformlty
assessment) "Ukrainian Center for Medical Certification and Prognostication LLC”. Registration
number of the Certification body (conformity assessment): UA.TR.098).

This Certificate is valid until July 10th, 2021.

Cepmuepixam  6ionogionocmi  eumozam Texuiunozo Peenamenmy 0as  6upobis  meduunozo
npusnadenns, (3ameepooicenuii nocmanosoio Kabinemy Minicmpie Yipainu Ne 753 6i0 2 dicogmna
2013 poxy) sa Ne UA.TR.098.0038-16 6io 11.07.16.  eudano: Opeanom 3 cepmu@pixayii (oyinKu
gionosionocmi) TOB « Vrpaincokutl yenmp meduunot cepmupikayii ma npocHo3y8aniay,

Homep Opeany 3 cepmugireyii (oyinku idnogionocmi): UA.TR.098.

Leti Cepmucpivam Oivicnuii 0o. 10 nunns 2021 p.

The Quality Management System of Farmila-Thea is certified UNI EN ISO 9001:2015 and UNI CEI
EN ISO 13485:2016 by the CISQ: Certificates No 17746, expiry date on 10.12.2020 and Ne 17745,
expiry date on 10.12.2020.

Cucmenma ynpaeninus axocmi Papmina-Tea [Farmila-Thea] cepmudpixosana sionogiono oo UNI
ENISO 9001:2015 ma UNI CEI EN ISO 13485:2016 Imaniiicoxoro gedepayieio opzanis
cepmucpixayii [CISQ]: Cepmudixamu Ne 17746, mepmin 0ii: 10.12.2020 p. ma Ne 17745, mepatin
dii: 10.12.2020 p.

This Declaration of conformity is valid until February 28th 2019 (included).
Ln Jexnapayii gidnoeidnocmi diticna do 28 momozo 2019 p.(sxniouHo).

LABGRATOIRES THEA S.AS. + S.AS. AU CAPITAL DE 1 004 672 » 390 813 988 R.C.S. CLERMONTFERRAND + TVA INTRACOM. £R 66 390 813 988
12 RUE LOUIS - BLERIOT » Z1. DU BREZET » 43017 CLERMONTFERRAND CEDEX 2 = FRANCE
TEL 04.73.98.14.36 » FAX 04,73.98.14.24
htp://www.loboratoiresthea.com




LABORATOIRES

Authorized Representative in Ukraine
Ynosnosaoicenuii npedcmasuux ¢ Vipaini

Location Authorized Representative
Micyesnaxoooicenns Ynosnosasicernozo npedcmasnuxa

At Clermont Ferrand, 17January 2018
Buuneno ¢ Knepmon-Peppan,

5

signature / nidnuc 4
Mapx KIPCTETTEP [Marc KIRST ETTER]
Quality Group Director - Qualified Person
Laboratoires THEA

Representative office "Laboratoires THEA"
Ipedcmasnuymeao "abopamyap Tea"
Ukraine, 04070, Kiev,

Podolsky district, st. Voloska,

building 51 /27- "B", 3 floor, office 1.
tel. (044) 467-57-70,

fax: (044) 467-57-71

Yipaina, 04070, . Kuie,
ITodonvewxuii p-u, eyn. Bonocwra,

oyo. 51/ 27- "B", 3 nosepx, ogic 1.
men.: (044)467-57-70,

paxc: (044) 467-57-71

Lonosa epynu ynpaeiinns axicmio — Ynosnosaoicena ocoba

Jlabopamyap Tea

LABORATORRES THEA S.AS. o S.A.S. AU CARITAL DE 1004 672 o 390 813 988 R,C.S. CLERMONTFERRAND * TVA INTRACOM. R 64 390813 988
12 RUE LOWS - BLERIOT o Z.1. DU BREZET « 63017 CLERMONT.FERRAND CEDEX 7 » FRANCE

TEL 04.73.98.14.36 o FAX 04.73.98.14.24
bitp:/ /wwes loboratoiresthea.com




TOB ,,Yxpalucexuii weurp
MEMMUROL CepTH]IKALT Ta ITPOrHo3yBatHs"

BIJITOBI/THOCTI

Hiticanit go 10 mwrms 2021 p.

Leit ceprudirar 3acsinuye, mo npouywuis (mocayrn): _
Odrraasmonoriyanit posuns «Teanos Hyo», crepunsunit, iaac b,

Binnosinac pnvoram:  TexHiYmoro peraaMeHty WI0Z0  MEAHUHIHX BupobiB, 3aTBCPIIKEHOrO
nocranosoro Kabimery Mimicrpis Vipatnu sig 02.10.2013 No 753 «IIpo 3arBepiprenns Texnianoro
peraasenTy mono Mearanux Bupobis» (Jogarok 3),

BupoGmux (po3pobunk): JlaGoparyap Tea; 12, Byt Jlyi Bitepio, 63017 Knepmon-®eppan Cenexc 2
®pannis (Laboratoires Thea; 12, rue Louis Blériot",fG;.’,S‘Ol'Z Clermont-Ferrand Cedex 2 France).
Micue (s1) supobuimrea: ®apmina-Tea Mapmaneytini LILA; sya. E. @epai, 50, 20019 Cerrivo
Minanece (M), Iranin (Farmila-Thea Farmaceutici S.P.A.; Via. E. Fermi, 50, 20019 Settimo
Milanese (M1), Italy). o '

Yuosuopukenuii upeseTapHuk b Yipaiui Hpencrapuunrso "Jabopatyap Tea", agpeca: 04070, m.
Kuis, Hogimsenwnit p-u, 8y, Bosocska, 6y, 51/27-"6", 3 noBepy, odic 1.

Jdonmarikosa indopmanis: wkomrpons signosimuoceri 'Hpo;_iyxcui'f pumoram gopatky 3 Texuoiunoro
PCLIAMEHTY  1M0A0  MEAMYMHHMX BHPOGIB  3HilicHIOETLCS MUIAXOM HPOBEACHHS NEPiOXHYHOrO
HATASAHHES 3TIH0 NPOrpaMm.

Ceprudirar sugano: Opranom 3 ceprudiranii (ouimgu sinnopinmoeri) TOB «¥Yxpaincokuil nesTp
nMeauunol cepragikauii Ta npornosysanusy, By Canepuo-Crnobincsica, 6. 10, od. 1,-m. Kuis, 03028,
arecTaTti opo axpepurauiio 5 HAAY: M 80070 ta N 10213, momep npmsmauenoro OOB:
UA.TR.098 ua minerapi piwenns uwoao nuaganms ceprudiranii sia 11.07.2016 p. Ne 0038-218:2016.

BupoGuii 30608’ s3anutt - indopsysati opran 3 ouinkw sianosimocti npo Gyab-skuit csifi HaMip icToTHMX 3Min no
30TDEPJUKEHONO MPOCKTY MemuHOro BHpoGy, Akl MONYThL srtMHYTH Ha BianosizsicTb ocHopHum pHmoram Jlosatky Me 1 ta
Homarky 3 0 TexHiuHOro peIyiaMenTy. WOKO MeAHUHMX BHPOGIR, ¥V BuMnaxy NOPYIUEHHS YMOB, 3a sixux OYy3I0 BHAAHO
cepTHipikar, oprat 3 OuUiHKM BLANOBIAHOCTI MAE NPABO NPHIYNHHKITU AiI0 CePTU(iKaTA a6O AHYSIOBATIH ceprugixar.

: N ; Kepipanx 3 sixoeri TOB. « YIIMCII»
3apeecrponanuit y Peecrpi T

OOB TOB "YUMCII"

Mﬁ% Yo
11.07.2016 p. No UA.TR.098.0038-16 ;/Ai’g%“fk\ '
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DECLARATION OF CONFORMITY
JEKAAPALIA BUIHOBRLIHOCTT

'%‘"e I.a%mzﬂz* :ii‘fii- Um 12 Rue Louis Blérdot, 63017 Clermont-Ferrand Cedex 2. France, declars
ility, tha tmc olowing medical dmm

54 i ; epsion-Geppon Cedens 2
; i ]/ Prsz Z o5is f?zemni. 63017 Clermont-Fervand ( Ldm 2 fmmﬂ}‘ BOAGIHENO SURGAHO
with Gaon eBeR Y femin, G50 HaciyRL seGuand sipobu;

Type of medical devier: Lobrivant snd wetting ophthalmic solution with wehlose and sodium
hyaloronate as principal ingredients
Tun seduunsze gupotiy; Sanniyveagnoimutl i3
WPeraanay T SRUTEPONGm Hanpio 6 arocmi Genoenny inepe

ECAHEICTUI OGIIRMOROS I POZRIBE B0 3CHImm
HIE,

Produst designation{s): Thealoz Duo
pronduced at the munufacturing site Farmila-Thea Farmuaceuticl 8.9, A., Via B, Ferni, 50, 20019
Setiimo Milanese (M1, Italy.

s set i the corrent French Public Health Code.

satisly the provi

Haspa npadysmy (1g): Teazos®™
CHZOMOSHENG  HE EHpoebruil

' weymini CHAL FormileThea
Farmeweutici S P A [, ava. B, Depgd, ﬁf} 20!)1‘9{emmma Mis

gapiece (M, Bmanin,

BIOROBIGHE RO nCE BRI YO S0mmnbsennl ¥ Oiouany Kodencl 0X0point Spomaiceiosn 300pos s,

faveording o the classification rule 075 of Amnex IX of
. ¥935) has been assessed in gccordance with the Annes 113 of
EE{; of 14 June 1993 converning medical devives and the Annes 3 of Technic zi
VR Cabinet of Ministers of

Bn:cu;w& .~}5z »t_Z,
Rfsguiaﬁ‘m t,’}'{“jﬂﬂtﬂﬁ}‘iﬂv mﬁ%ir:zﬁ devit

: ‘{{}{ju!};f"’ B
¢ H 3 Hupegvimn
s 3 Texniutony
fenty. Minkeniypin

2 ;0)‘ p ; 0} 19 o ‘
0. WO uc{mwm mgﬁm i !Jﬁa /fnnai;*zn
1, W0 30mees : '

2014
M ark of nrsz*fmzmﬁ mtn i::, mzmi mwi'mm {as described, approved by Resohution of the Cabinst
m‘ M m»tma zJi i i/rcum, Mo 1184 of Decembher 30, 2015) ’
sHaReM Hionosicnosmi: Yil&
(3ci0nn onuy, ;%iii??fii%p@;}z’é.‘:;?lﬁc‘};’-f{;? Hyemanenon
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GMDN code: 44237 - Lulwicant, eve
ot Miveaapndnogl  woyiei

5 duunuy  eupodic fGMDN - Global Medived Device
Nomepchsture] — wot GMDN, 44237

- Inauysast, ol

MBOG code « MO 0105 - Mop active ophithalmologic devices
ol Onepamimnol syt yHoeHQGEM N apeLis [NBOKG - Notifted Body Operations Groupl —
s WBOG,

$103 - nevmuent oihmuisaioaoesiani eupotiy

System, delivery by the notified
3 Jth 25,}”, i

A

Lalbwratoires Thea reveived a certificate of full Quality Assurance
body LNE/GMED Ne. 0459 Certificate Mo 9163 rev. 10 expiry date: Janiiary

Hatopamyap TEA [Laborasoives Thea] vmpunana celdoynmn o fwm{}, Cae TREAY SEREINENEHIR
SO, Hdane i€ w(a(-:,t)fcemf 7} (}{?( HOM f {m or : o omempososit mg

sunpritymans J1N] 13 etyun 2021 p.
The Guality Manags
GMED: Cortificates
Cnoenestit VRPEsiins Anocmi .fffm mtmmp !m [ { u‘ CrLt , s inostg SIGRosidng do
NF EN IS0 13483: b i (}jf&;mml CEpIEBIKayit Medywsiiny (&1;;;2@55:"(% GMEL:

Cepyungsinam N 9358 ped 5, meppnain 910 13 civnn 2021 p.

Th‘s”' f“ f*f’iﬁ’“‘if:aﬁ ai‘“ conformity o the Technical Regulations for Medical Devices (approved by
abinet of Ministers-of Ukraine of October 2, 2013 X ;‘m;
3‘{‘/ Z A H«"‘ f*‘ 38-16 of July 11, 2016 has been issued: by the Cenification body {conformity

ASSEEYNOnt) ”U»,,- i f&t‘; Center for M dlCo] Certification and Prognostication LLC”,  Registration
g tv gssessmenty. UA TR 098],
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¥

Auntharize Representative office "Laboratodres waz
Visinoairer : 4 Hpecemapwiymes "Hesboponyyap Tad
Location A‘uiﬁt«hzﬁ.d R&;:-f eseniative Ukraing, 04070, Kiev,
Mivyenuopincenist Yooumonaaenozy npedemannuxa  Podolsky district, st. Valoska,
building 51 /27-"B". 3 fifzﬁm office 1.
tel. (0443 467-57-70,
faxr (0443 467-57-71
wpabia, G4070, waKuls,
OABUHKI Ji-1, 6 ﬁmf}%}m
vk, 51727 "B, 3 nwenpy, oibic
R, A4 4ETETT0,
e (B4:4) 4673771

At Clermont Ferrand
Braymen v Kagproon=4.

Febwuary 2019

Stgnaturs / widvai

Mapx KIPCTETTEP [Mare KIRSTETTER)

{ality Group Divector ~ (uslified Person
Loboratoires Thea

Fozopaepvn ypasainng grionue — Yeomuosawcena acoba
Hadppangyap Teg

2
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f Po3unH odTansmonoriquuin TEANO3 AYO 10 ma

THEALOZ DUO 10 mi

REFERENCE/MOLIMNANHS | EMC-DP-0923 version 02

Certificate of Analysis Ne/ Ceprudikar ananisy Ne: 040000028567

Code/ Hoa : 6001164
Batch/Cepin: 625517

Manufacturing date/ lata supoSumnuraa: 31.01.2023
Expiry date/ Tepmin apraamocti: 2025.12
Batch quantity/ Poamip cepii: 102580

| TESTS/ AHANI3 SPECIFICATIONS/ CﬂELlH@II(AL]ﬁ RESULTS/ PE3V/IBTATH
Chemical Laboratory/
Ximiuna naGoparopin
Appearance Practically clear, colourless liquid and Complies
{visual inspection) practically free frem particles
JosniwHiil Buraag, ApakTiyiko fipo3opa, Geabapexa plawna, Bipnosigac
{eisyanvhuil 6znrd) APAaRTUNHO altbta Bl vactuHoR
Colour sref. sol. By Complies
(Current Fur.Ph 2.2.2.)
. Konip He Gifbw inTencuBHMH, Hix eTanon Bs Biancsaigae
(oo Eop. dupm 2,2.2.)
Cpalescence < ref. susp. ) Complies
{Current Eur.Ph 2.2.1.)
Npo3aopicTs HE NePEeBUillyE KANIMYTHOLTI eTanoHa f, Bigrnosinae
{dirova €ap. Popm 2.2.1.}
pH 68-76 74
(Current Eur.Ph 2,2.3.)
pH 6.8-7.6 2.4
{flioua Eap. Papm 2.2.3.}
Osmolarity 170 - 230 mosmolfkg 197 mOsmol/kg
fCurrent Eur,Ph 2,2.35.)
OCMOnRNLHICTIL 170 - 230 mocmonb/xr 197 mQsmol/ kg
{Oiowa Egp. Popm 2.2.35.)
Viscosity 2.0-5.0mPas 3.5 mPas
{Current Eur.Ph 2.2.8.; failing bali,
viscosimeter}
B'askicth 2.0-5.0mNac 3.5 mac
{fdirova €ap. Sopm 2.2.8.; memnod
nadaicuol kyasru, sickosumemp)
Identificatin Sodium Chromatogram identical to that of standard Positive
hyaluronate
{internal method (HPLC)) Xpomarorpama ineHTHNHE XpoMaTorpami Ao3nTHEHA
inenTudikayin Havpilc ranypokar | CTaHAARTY
{81, memod{BEEX)}
1di2




Sodium hyaluronate assay
finternol method (HPLC)}

0.147 - 0.158 g/100 mi

0.149 g/100 m}

Quality Control Manager/
MeHeKep 3 KOHTPOMIO RKOCT

Margherita Valente

Kinekicue susMaveHnn 0.142 - 0.158 r/100 mn 0.149 r/100 mn
Harpiio riaaypouar
{64, MemoB{BEPX])]
Identification Trehalose Chramatogram identical to that of standard Positive
{Current Eur.Ph,[HPLC))
tnentudirauin Tperanoas Xpomarorpama iaeHTmiHa xpomaTarpami Noswruena
{Airovo Eap. Papm.(BEPX]) CTaHpapTY
Trehalose assay 2.85-3.15g/100 ml 3.02 g100 ml
{Current Eur.Ph.[HPLC})
KinexicHe sMaHavenHs Tperanaaa 2.85 -3.15 1/100 mn 3.02 r/100 mn
{Qixia €8p. Popm (BEPX])
Extractable volume 2 10.0ml 10.8 ml
finterngl method)
Opepxysanni ofi'em He mexwe 10.0 ma 10.8 mn
{an, memod)
Glucose <05% < LOD (LD = D.014%)
{Current Eur.Ph.{HPLC))
FAwxo3a e Hineuae 0.5 % < LOD (LOD = 0.014%}
{Aitonwa Esp. dapm (BEPX}) '
Other individual impurity £05% 0.1%
{Current Eur.Ph_ {HPLC}}
Byfb-Ani MW qomitse He Ginewwe 0.5 % 0.1%
{Aive Eap. Gapy (BEPX))
Total impurities <10% 0.1%
~ {Current Eur.Ph.(HPLC))
_3aranuHa KiNLKICTE KOMILION e Gissire 1.0 % 0.1%
{firoua Eep. Capm (BEPK})
Microblological Laboratory/
Mixpobionoriuna naBoparopia
Sterifity Sterlle Sterile
{Current Eur.Ph 2.6.1.}
CTepunpHicTs CrepuabHui Crepunsyug
{Qhova Eep. Popm 2.6.1.)
Packaging Laboratory/
laxysansHa naboparopin i
Packaging control Complies Complies
KOHTPONL NaKyBAHMA Bianosinae Bignoeinas
State APPROVED
Cran CXBANEHMA
Dates I t[é‘:st_
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Qualified Person/
YnosHoBameHa 0coba
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