Hexaapauin npo sianosianicTs
Declaration of conformity

Texniunomy persiaMenTy MOI0 MeARYHAX BAPOGiB, 3aTBepIKenomy Hocranopoto Kabinery Minicrpin

Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne73

Yxpainn Ne753 Bin 2 :xopTaa 2013 p.

3araaeHa Ha3Ba MeAHYHHX
sHPOGIB:
Common name of medical devices:

Fountain solutions for eyes and contact lenses

3sonoowcyroui po3uunu Ong oveli ma KOHMAKmH jH3

Ilepenik meanuHNX BHPODiB:
List of medical devices:

Jlue. Monarok 1 o uiei Jdexnapauii npo BianosiaHic
See Annex 1 to the Declaration of conformity

Bupobank:

Manufacturer:

Dr. Gerhard Mann, Chem.-pharm. Fabri
Germany Brunsbutteler Damm 165-173,
13581 Berlin, Germany

YroBHOBaXKeHHAH MpeACTABHHK B

Ykpaini:

Authorized representative in
Ukraine:

pecopa, 6B, Ykpaina, Tenedon
: Office.na@valeant.com

01103,m. Kyiv, Professor Pod ysoLsh
gil; Office.ua@valeant.com

Knacndixanin:

Classification:

BHpPOOIB, 3aTBEPMKEHOTO Taposoro KaGinety MinicTpiB Ykpainu Ne753
Big 2 xoBTHA 2013 p %

2, of Technical regulation on Medical devices

Ipouenypa oninkn
BianoBinHOCTI:
Conformity Assessment Route:

pernaMeHTy 1oao0 - MEOHM4YHHX

BHPOGIE, |
HoBolo KaGiHery Minictpis Vkpainm Ne753 pin 2

Annex 3 o hnical regulation on Medical devices approved by Decree of ‘
Cabipet of Minusters of Ukraine No753 on 2 October 2013 !
Ilpu3Aavyenuii oprad 3 oUiHKH To 0 3 0OMEXKEHOIO BiINIOBIAALHICTIO :

BiAnosignocTi Ta foro
inenTRdikaniiinumii xox:
Conformity assessment body with
its identification number:

A

it Hayxosuit Inctutyt Ceprudikauiin, UA.TR.116
ility Company " Ukrainian Research Institute of Certification "

Ceprudikar ouinkn
BitmoBigHoCTI:
Certificate of Conformity
Assessment:

Céprudixar ouinku sianosigsocti PR.285-17 6io 25.07.2017 mepmin Oif 00
07.2022

ificate assessment of conformity PR.285-17 from25.07.2017 to
4.07.2022

' UA.TR.116

}

Jp. Tepxapa Ma eM.
BHpOOY, 3riaHo

pM. @abpuk I'mM6X nekiapye BUKOHAHHS OCHOBHHX BAMOT ILONO MEAMYHOrO
XHIYHOTO PErJIaMeHTyY MO0 MeAHIHNUX BUpobiB, 3aTBepkeHoro [locTaHoBOO
kpatiu Ne 753 in 2 xoBTHa 2013 p.

.-pharm. Fabric GmbH declares the fulfillment of basic requirements for medical devices,
Technical regulations on Medical devices, approved by Decree of Cabiner of Ministers of
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Tepmin aii:
Valid until:
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Hexnapayia npo eionosionicms
Declaration of conformity

Modamox 1
Annex 1
Hasgea moaudikanii Meqaunoro BApoGy Hazsa moaudikanii MeTHYHOrO BH
Ne aHraificb K00 MOBOIO YKpaiHChKO10 MOBOIO
Name of medical device in English Name of medical device in Ukr
1 Artelac® Splash EDO 10 x 0,5 ml, hyaluronic i?ﬁ““;'éonztyl?_ ?"" Eg:;-q:: Ta H3
i ; elac” Cnneck rianyp
acid 0,2% e
Artelac® Splash EDO 30 x 0,5 ml, hyaluronic P ol i o S
2, : Artelac” Cruteck riajlypoHar Ha
acid 0,2% .
Artelac® Splash EDO 60 x 0,5 ml, hyaluronic P03-{14H®330n0>1cy10q
3. z Artelac” Cnineck
acid 0,2%
M
4 Artelac® Splash EDO 2 x 0,5 ml, hyaluronic 9 OuCii TA KOHTAKTHHX JIiH3
’ acid 0,2% oHAT Hatpito 0,2%, 2 x 0,5 mn
5 ArtelacWSplash MDO 10 ml, hya]uronic acid oYUM JIg o4eil Ta KOHTAKTHHX J1H3
’ 0,24% rianyponat Hatpho 0,24%, 10 mn
6 BlotrU? EDO 10 x 0,5 m.l, hyaluronic acid JT )](y[.oqnﬁ g ouei TA KOHTAKTHUX J11H3
) 0,2% anypoHar Hatpito 0,2%, 10 x 0,5 mn
7 Biotrue® EDO 30 x 0,5 ml, hyaluronic acid YHH 3BOJIOXKYFOUHIA U1 04ei T8 KOHTAKTHHX JIiH3
) 0,2% e riamyponar Hatpito 0,2%, 30 x 0,5 mn
8 Biotrue® EDO 60 x 0,5 ml, hyaluronicfacid 3YHH 3BOJIOKYIOUUE A8 odelf Ta KOHTAKTHHX JTiH3
: 0,2% ) Biotrue® riamyposar Hatpito 0,2%, 60 x 0,5 mn
9 Biotrue® EDO 2 x 0,5 ml, hyal Po34MH 3BONIOXKYIOUHI VTS O4el Ta KOHTAKTHHX JIiH3
' 0,2% Biotrue® rianypomnar uatpito 0,2%, 2 x0,5 mn
10. Biotrue® MDO 10 ml. h PozuuH 3B0M0MYROUMIl UK OUel T KOHTAKTHHX JIiH3
? ’ Biotrue® rianyponar satpiro 0,24%, 10 ma

Micue Bupayi: &&k{
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