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Type of medical device: wipes for hygiene of the evelids with demodectic blepharitis, single-use, sterile (box
of 30 w1pus)
¥ fv LS

Product designation: BLEPHADEMODEX®
produced at the manufaciuring site Central de Envasados S.A., Poligono Industrial La Garena Sur, Miguel
Servet, 10, 28806 Alkala de Genares, Madrid, Spain

satisty the px ovisions set in the current French Public Health Code.

§\
A

The confermity of this Class Ha device (according to the classification rule n®4 of Annex IX of Directive
93/42/EEC) has been assessed in accordance with the Anpex Ha (excluding point 4 of Directive 93/42/EEC)
and the Annex 3 of Technical Regulation concerning medical devices approved by resolution of the Cabinet of
‘vhm:tcrs Uf U i\mnn, No 753 of ()Ltubu )
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The apposition date of the national conformity mark 1s: 2023
Mark of conformity with Technical regulations {as described. approved by Resolution of the Cabnet of Ministers
Gf Ukraine No 1184 of December 30, 2015)

- %km«dﬁamnn Wi

fed

pe. sterile




Laboratoires Thea received EC Certificate Approval of full Quality Assurance System, issued by the Notified
Body No. 0459 GMED GROUP LNE: Certificate No: 9163 rev.19, expiry date: December 31, 2028 (according
onfirmation letter ref. 39699 rev. 0 of April 19, 2024).

o N K ; + 3

The Quality Assurance Systemn of Laboratoires Théa is certified NF EN 150 13485: 2016 by the GMED:
12 expiry date on January 13" 2027.

]2 2 {

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 733

"Ukrainian Center for Medical Certification and Prognostication LLCY. Registration number of the
Certification body (conformity assessment): UA.TR.098.

This Certificate is valid until November 04, 2026.

Cepmucpinam sionesidnocmi eumocam Texuiunoco Pezicvenmy 01 suposie MeOUYHOZO HPUZHEYEIHA,
{zameepdacenut nocmanosow Kobinemy Mivicmpie Vepaing No 733 eid 2 acosmma 2013 poxy) za A
UA. TR 098.0368-21 onogienc $1.07,2024 swdann: Opeauost 3 cepmPicayll (oyiuky sionosionocmi) TOB
& VRpaincoril yeump MeOwdnor cepmuicaiiy ma RpozHo3YSantmy,

Homep Opeany 3 cepmugbixayil (oyinru sionogionocmi); U4 TR.09S,

Heidt Cepmupivam oificuui do: (4 nuemonadsa 2026,

This Declaration of conformity is valid until November 04, 2026.
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Authorized Representative in Ukraine Ynosropaxenuit  LLC "THEA PHARMA"
npedemasnur & Yipaini TOB "TEA GAPMA"

Location Authorized Representative Micuesnaxodowenns  Ukraine, 04070, Kiev, Voloska str.
Vanerosadicenoze Bpedemasuxa S51/27-°8B", 3 Hoor, office 1.
tel, (044) 467-57-70/
Vepaina, 04070, a. Kuds,
gyi. Bosocexa, 31/27- "5", 3 nosepx,
ogic 1. men: (044)467-537-70,
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At Clermont Ferrand, 10 January
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et VIGNE

S e N 5 . s
(signature | Growp Qualified Person & Quality Dirsctor

Jopi BIHG [Laurie VIGNE) Laboratolres Thea BAS
Group Qualitied Person and Quality Director
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Vroenoeancena ocoba I pynu ma Jluperxmop 3 skocmi
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. Meauynux pupobisy (Jloxarok 3, kpim 1.8 — 1t 1)
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APQERTY MENHYAOLQ (HDO\)\ K MOEYTE BIJAHHYTH Ha BHK}B}TL}HCTIL OCHOBHUM rmumdm SI,O}THMI 114 J}(ﬁ RATKA 3 70 3b\f~il‘{11\)h
L PerAAMeHTY BOA0 MeiHiX Bipobin, ¥ BUMRAKY NOPYIHEHHS YMOB, 38 AKMX 0Y10 BHILHO Cgpmq}mdl Oprdil 3 OUIHKK BIATOBIAHOET
Mac NPaBo NPU3Y THHITH Al cepm(})m ata alo anyMORATH CePTH(IKAT. :
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CERTIFICATE OF ANALYSES/ CEPTHOIKAT SKOCTL
BLEPHADEMODEX® - wipes for hygiene of the eyelids with
demodectic blepharitis, single-use, sterile (box of 30 wipes)
BJEDANEMOAEKC®, cepserru jan riricnn nosix npu
pemonerosaony Ouiedaputi 0HOPAOBOI0O BHKOPHCTANHS
crepuabui (ropobia no 30 cepperox)

Reference: CMCDP-1622 version 12

Manutacturing site: Central de Envasados S.A.,Poligono Industrial La Garena Sur, Miguel Servel, 10

28806 Alkala de Genares, Madrid, Spain

Bupotna dtronuys: Cernmpan de Eneacadoe C.A., onteono Indacmpian Ja Fapena Crop, Mivers Cepaem,
s Rl / f
10, 28806 Aavicana o Lnapee. Maopud. fenasin

) Théa

fet's open our eyes

Manufacturing date/

P X/2TACE g, ™
[arch s S AZLACH Jlara pupobuirsa: 2170572023

No Cepiit XZ21ACE

Centificate of analyyis N7 00756
Ceprudicar ananisyNe : 00756

Country of

CTeer pa repmerwasicrs (Bu. meron )

Identification/ foenmudhivanin

Hentae gumory

imantthcturet? Spain Fixpiry/ Date of analysis?
i e Ternanis Tepsin apugarnocri: 042027 Jara asasizy: 140772023
Kpaima oupoGuuka:
ANALYSIS/AHAN SPECIFICATIONS/CIIEUAGIKA LIS  RESULTS/
" ‘ ! PEIVIALTATH
General Characters/ ! ;
3acanoni eraenmpocnt | i
i Appearance (Visual check ) White to slightly vellow pad impregnated with the lotion | Complies
. Onue (Bisyaarenuii ocnsd) Biag Qv 3:1eaKa HCOBMO20 CEPBEMIKA NPOCONCHE AOCHUONOM Bidnosidae
CpH(Ph.Bur2,2.3.)
i opH (€sp.Dapm.2.2.3)) 6.5-7.5 6.8
6.5-7.5 6.8
Leak test (hiternal method) No leakage Conmplies

Bidnosioae

. Terpinen-4-ol (TLC) (Internal method ) Spot identical to standard Complies
. Teprives-4-on (B merosn ) [asva ioenmuina i omandapmy Bidnogidae

. Assay/ Kiavricne susnavenns

Terpinen-d-ol (TLC) =2.0 2.0

- (Internal method ) ! :

¢ Tepninen-d-os ) 2.0 2.0
(B meron ) !
Sterility (Fur. Ph. 2.6.1) | Sterile Complies
Crepuibiicrs (Cap.Papm, 2.6.1) ! Crepunbho Bianosijac

: * The batch of Finished Product is: APPROVED
Hame rotosel npogyruii: 3SATBEPLUKEHO :
I hereby cer tlfy that the above information is authentic and accurate. This batch of finished product has been controlled at the
above mentioned site in full compliance of products and operations with the DM requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the importing country. The Analytical Batch Record and analysis

records were reviewed and found to be in compliance. Technical file has compliance with the CDE/THEA quality agreement. /
L{via st niaTeepasyro, o BULEBKQIGHR IHY OpMaliin € AOCTORIPHOIO | TOUHOFO, LISt cepin roToROI npoaykyil 6yna NpoKoHTpONsosaHa
Ha BALE3QIHavEHili AinbHIBYE Ha rpeameT nosrol sianosigHoCTi npoaykyil Ta onepayiit sumoram DM micyesora PerynstopHoro
Oprady Ta chetjiad ikauism, sasHaverum y Peccrpauitiiomy Mockiguersii kpaim-imnoprepa, AaninauHuwii nporokon cepit 1a
POTOKOA AHANIZY BYA FEPEBIPEHT TU BUIHAHI TAKUMM, O BIANOBIAAKO T Bumoram. TexHiviuii ¢ aits smnomaac BUMOTGM yTOAN
1po gaKicrh (‘AE[C‘D&]/T"EA[THEA] 3
? )

Clermont-Ferrand,

AMBRE ATTALIN / Amép A{\;r‘mmu (/

Knepyon-Qeppan, PRODUCT QUALITY MANAGER/ Met
LABORATOIRES THEA » SAS AU CAPITALIE 1 009 756,50 "()SI‘ 88 R.CS CLERMONTFERRANLD o TVA
12 RUE LOLHS - BLYRIQT = ERRAND CEDEX 2 ¢ FRA

TEL. +33 (0}4.73.98.1.4.36 TAOK, 1924

LABORATOIRES-THEA.COM

boau ¢ 1900 bp £2 08 EC M
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Type of medical device: wipes for hygiene of the evelids with demodectic blepharitis, single-use, sterile (box
of 30 w1pus)
¥ fv LS

Product designation: BLEPHADEMODEX®
produced at the manufaciuring site Central de Envasados S.A., Poligono Industrial La Garena Sur, Miguel
Servet, 10, 28806 Alkala de Genares, Madrid, Spain

satisty the px ovisions set in the current French Public Health Code.

§\
A

The confermity of this Class Ha device (according to the classification rule n®4 of Annex IX of Directive
93/42/EEC) has been assessed in accordance with the Anpex Ha (excluding point 4 of Directive 93/42/EEC)
and the Annex 3 of Technical Regulation concerning medical devices approved by resolution of the Cabinet of
‘vhm:tcrs Uf U i\mnn, No 753 of ()Ltubu )
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The apposition date of the national conformity mark 1s: 2023
Mark of conformity with Technical regulations {as described. approved by Resolution of the Cabnet of Ministers
Gf Ukraine No 1184 of December 30, 2015)
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Laboratoires Thea received EC Certificate Approval of full Quality Assurance System, issued by the Notified
Body No. 0459 GMED GROUP LNE: Certificate No: 9163 rev.19, expiry date: December 31, 2028 (according
onfirmation letter ref. 39699 rev. 0 of April 19, 2024).

o N K ; + 3

The Quality Assurance Systemn of Laboratoires Théa is certified NF EN 150 13485: 2016 by the GMED:
12 expiry date on January 13" 2027.

]2 2 {

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 733

"Ukrainian Center for Medical Certification and Prognostication LLCY. Registration number of the
Certification body (conformity assessment): UA.TR.098.

This Certificate is valid until November 04, 2026.

Cepmucpinam sionesidnocmi eumocam Texuiunoco Pezicvenmy 01 suposie MeOUYHOZO HPUZHEYEIHA,
{zameepdacenut nocmanosow Kobinemy Mivicmpie Vepaing No 733 eid 2 acosmma 2013 poxy) za A
UA. TR 098.0368-21 onogienc $1.07,2024 swdann: Opeauost 3 cepmPicayll (oyiuky sionosionocmi) TOB
& VRpaincoril yeump MeOwdnor cepmuicaiiy ma RpozHo3YSantmy,

Homep Opeany 3 cepmugbixayil (oyinru sionogionocmi); U4 TR.09S,

Heidt Cepmupivam oificuui do: (4 nuemonadsa 2026,

This Declaration of conformity is valid until November 04, 2026.
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Authorized Representative in Ukraine Ynosropaxenuit  LLC "THEA PHARMA"
npedemasnur & Yipaini TOB "TEA GAPMA"

Location Authorized Representative Micuesnaxodowenns  Ukraine, 04070, Kiev, Voloska str.
Vanerosadicenoze Bpedemasuxa S51/27-°8B", 3 Hoor, office 1.
tel, (044) 467-57-70/
Vepaina, 04070, a. Kuds,
gyi. Bosocexa, 31/27- "5", 3 nosepx,
ogic 1. men: (044)467-537-70,

s

At Clermont Ferrand, 10 January
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et VIGNE
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(signature | Growp Qualified Person & Quality Dirsctor

Jopi BIHG [Laurie VIGNE) Laboratolres Thea BAS
Group Qualitied Person and Quality Director
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Vroenoeancena ocoba I pynu ma Jluperxmop 3 skocmi
Jadopamyap Tea
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. Meauynux pupobisy (Jloxarok 3, kpim 1.8 — 1t 1)

 Bupoduux: Jaboparyap Tea,
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- Hoaarkosa iHPOPMAIIN: KOHTPONE BLITORL
OO MEIMUHUK BUPOOIB 3HCHIOETECS LIHTAXON

. BupoSrux 30608 s3aunil indopyysary oprad 3 ouidkn sianosinsoct npe Syas-nxuil osilt namip ictotHux aMin o 3a'rxaepmr<emm
APQERTY MENHYAOLQ (HDO\)\ K MOEYTE BIJAHHYTH Ha BHK}B}TL}HCTIL OCHOBHUM rmumdm SI,O}THMI 114 J}(ﬁ RATKA 3 70 3b\f~il‘{11\)h
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Mac NPaBo NPU3Y THHITH Al cepm(})m ata alo anyMORATH CePTH(IKAT. :
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