OFFICIAL BLANK

Jexnapanis npo Bixnosignicts Ne 1/20 gix 20.03.2020
(Declaration of Conformity Ne 1/20 dated 20/03/2020)

Menuuni Bupoou:
Medical devices:

Bupoonnk:
Manufacturer:

BupoOuuyi ginbHumi:
Manufacturing site:

YnoBHOBakKeHHM NPeEJICTABHUK:
Authorized representative:

Kaacudikanist 3riHO 101aTKY 2,
TexHIYHOTO PETIIAMEHTyY IOJ0 MEINIHNX
BHPOOiB, 3aTBepKeHoro [locTaHoBOIO
Ka6inety MinictpiB Ykpainm No753 Bix 2
skoBTHA 2013 poky:

Classification according to Annex 2 of technical
regulation on medical devices, approved by Decree
of Cabinet of Ministers of Ukraine Ne753 on
October 2nd, 2013:

Mpoueaypa ouiHKH BiANOBiTHOCTI:
Conformity Assessment Route:

Ceprudikar(-n):
Certificate(-s):

Ilpu3HaveHnii Opran 3 OMiHKH
BimnmosigHoCTI Ta HOrO
leHTHiKaniHHMI KO/

Appointed conformity assessment body with its
identification number:

Tepmin aii nexnapanii
Term of validity of the Declaration

Tinaiic®, crepuibHuii, 3B0JIOKYIOYHIT 0P TAILMOIOTIYHHI PO3YHH
3 riagyponatoMm Hatpiw 0,4 %

Gilays, sterile, moisturizing ophthalmic solution with sodium
hyaluronate 0,4 %

NTC S.r.l.

I0puanuna azgpeca: Via Luigi Razza 3, 20124 Milan, Italy

I'onoBuuit ogic: Via Dei Gracchi, 35 — 20146 Milan, Italy

COC Farmaceutici S.r.l.

s/S, Via Chiesa Sud, 156/F, 41016 Rovereto sul Secchia Modena, Italy
Via Modena, 15 — 40019 — Sant’ Agata Bolognese — Bologna, Italy

AT «KMIBCBKHUI BITAMIHHUU 3ABO/I»,
Vxpaina, 04073, m. Kuis, By:n. Konmniserska, 38

Kaac Class ITa

HJonarok 3, TexHivHOr0 perjiaMeHTy 00 MeIMIHAX BUPOOIB,
3aTBepkeHoro Iocranosor KabGinery MinicTpis Ykpainu Ne753
Binx 2 :xoBTHH 2013 poky.

Annex 3, of technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013.

Ceprudikar Bigmosizaocti Ne UA.101.MD.3.0662-20.00
Certificate of conformity Ne UA.101.MD.3.0662-20.00

Hep:xaBHe ykpaincbke 00’ eqHannsa «[HOJITEXME/I»

State Ukrainian Association "POLITEKHMED"
UA.TR.101

Hiiicaa 1o 19.03.2025
Valid till

Bupo0HuK nexIapye BUKOHAHHS 0OCHOBHUAX BUMOT /logaTky 1 TexXHIMHOIO peryiaMeHTy mo/10 MeJHMHHX
BHPOOIB, 3aTBepkeHoro Ilocranosoro Kadinery MinicTpip Y kpainu Ne753 Bijx 2 :xoBTHs 2013 poky
BUPO0OY(iB), 3a3Ha41eHOro(ux) Buie. TexHiMHA JOKYMeHTANIA 3 NITBEP/:KEeHHN BIINOBIIHOCTI 30epiracrnes y
BHPOOHHKA Ta HOr0 YHOBHOBAKEHOT'0 NIPEICTABHHKA.

The manufacturer declares the fulfillment the requirements set forth in Annex 1 of technical regulation on medical
devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013 of the product (s)
indicated above. Technical documentation proving conformity is kept at manufacturer’s and authorized

representative’s premises.
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[liamuc ynoBHOBaxkeHoi ocobu:
Signature of the Authorized person:

_QA Manager, Salvatore Barone

Hassa mocagu, I11b:
Position, Full Name:



&3 Nonitex(Tlen

MIHICTEPCTBO OXOPOHHU 3/I0POB’SI YKPAIHU
Hepxasne ykpainceke 06 eananns «lloaitexmeny

Opras 3 OUIHKH BUITIOBIAHOCTI

Conformity assessment body

Ukrainian State Association «Politechmed»

o

UA.TR. 101
M000549
CEPTU®IKAT BIANNOBIAHOCTI
Certificate of Conformity

Ne UA.101.MD.3.0662-20.00

Jara peectpauii 20.03.2020 p.

Tepmin aii ;o 19.03.2025 p.
Hpoaykuis: Tinaiic’, crepRabLHMil, 3B0J0KYI04HI 0PTATLMOIOTIUHAH PO3UHH 3 FiATypOHATOM
Production: narpio 0,4 %
Kaac IHa
Class
Bianoeizac Bamoram TexHiuHOr0 perjamMenTy 010 MeAHIHUX BHPOGiB,
Comply with the sarBepkeHoro Tocranosoio KMY sia 2 joBTHS 2013 p. Ne 753
2 e‘?utremem‘s - - - =

Bnpoﬁmm -
Producer )

320124 Mﬂan, Italy
20146 Milan, tal

Micne Bnpoﬁﬁﬁn;na coc Fannééé:iﬁéi 'S.r.l.' _
Place of production s/S, Via Chiesa Sud, 156/F, 41016 Rovereto sul Secchia Modena, Italy
Via Modena, 15 — 40019 — Sant’ Agata Bolognese — Bologna, Italy

YnoBrHoBamenni IPUBATHE AKIIIOHEPHE TOBAPHCTBO «KAIBCHbKUM BITAMIHHUHA
npeiCTaBHMK B Y KpaiHi 3ABO/I» (AT «KUTBCHKHM BITAMIHHUAM 3ABO/1»)

Authorized representative sy, Konmisceka, 38, m. Kuis, 04073, Ykpaina. €/IPTIOY 35251822,
in Ukraine

CepradikaT BHAIHHA OprauoM 3 ONHKH BiANOBIAHOCTI [lepxaBHOr0 yKpalHCLKOr0 00’eananns
Certificate is issued by «JIOMNTEXME» (OOB «1YO JIOJITEXME/»)

Ha niacrasi OuiHKM Ta CXBaleHHA (YHKUIOHYBaHHS KOMIUIEKCHOI CHMCTEMH yIpaBIiHHA AKICTIO
On the grounds of arigno 3 Joaatkom 3 A0 TexHIYHOro perjiameHty IOAO MEAMYHMX BupoGiB. PimenHs

LIONI0 HA/lAHHA ceprudikanii Bix 20.03.2020 p.
_ Harnisa 3a CXBaieHOI CHCTEMOIO yApaB/iHHg AKICTIO 3AIHCHIOETECS 3
P/ }/,,// NEpiOAMYHICTIO, AKA PErIaMEHTYEThC MPOTPaMOoI0 HaTJIsIy

P. Kaprasues

ot
£ 7

2

Hmmrc M. II
r euepaﬂbmm nupem‘op
AY O «Iloaitexmen»
Kepisnux Oprany 3 oninky Bianosiinocrti

Opran 5 ouiHki siAnosiaHocT « YO «Ilonitexmeny, Bya, LMazerm, 10, m. Kais, 01010, Yipaina req.
Haxas MinicTCpCTBa eKOHOMISHOTO POSBITY 1 TOpriBn Yikpatay nix 20.05.2014 No 579

AtecTat npo akpeapranito HagioHankHOro AreHTCTRA 3 aKpeuTail Ypain Ne 10174,

YnmnicTs ceprindikarta BIANOBIHOCTE MOXKIa IRPEBIpATH B Pecctpi: hitp: www. politekhmed. ua

- +38(044) 483-68-07. Inenrmpivainimuit Homep UA TR 101



OFFICIAL BLANK

Jexnapanis npo Bixnosignicts Ne 1/20 gix 20.03.2020
(Declaration of Conformity Ne 1/20 dated 20/03/2020)

Menuuni Bupoou:
Medical devices:

Bupoonnk:
Manufacturer:

BupoOuuyi ginbHumi:
Manufacturing site:

YnoBHOBakKeHHM NPeEJICTABHUK:
Authorized representative:

Kaacudikanist 3riHO 101aTKY 2,
TexHIYHOTO PETIIAMEHTyY IOJ0 MEINIHNX
BHPOOiB, 3aTBepKeHoro [locTaHoBOIO
Ka6inety MinictpiB Ykpainm No753 Bix 2
skoBTHA 2013 poky:

Classification according to Annex 2 of technical
regulation on medical devices, approved by Decree
of Cabinet of Ministers of Ukraine Ne753 on
October 2nd, 2013:

Mpoueaypa ouiHKH BiANOBiTHOCTI:
Conformity Assessment Route:

Ceprudikar(-n):
Certificate(-s):

Ilpu3HaveHnii Opran 3 OMiHKH
BimnmosigHoCTI Ta HOrO
leHTHiKaniHHMI KO/

Appointed conformity assessment body with its
identification number:

Tepmin aii nexnapanii
Term of validity of the Declaration

Tinaiic®, crepuibHuii, 3B0JIOKYIOYHIT 0P TAILMOIOTIYHHI PO3YHH
3 riagyponatoMm Hatpiw 0,4 %

Gilays, sterile, moisturizing ophthalmic solution with sodium
hyaluronate 0,4 %

NTC S.r.l.

I0puanuna azgpeca: Via Luigi Razza 3, 20124 Milan, Italy

I'onoBuuit ogic: Via Dei Gracchi, 35 — 20146 Milan, Italy

COC Farmaceutici S.r.l.

s/S, Via Chiesa Sud, 156/F, 41016 Rovereto sul Secchia Modena, Italy
Via Modena, 15 — 40019 — Sant’ Agata Bolognese — Bologna, Italy

AT «KMIBCBKHUI BITAMIHHUU 3ABO/I»,
Vxpaina, 04073, m. Kuis, By:n. Konmniserska, 38

Kaac Class ITa

HJonarok 3, TexHivHOr0 perjiaMeHTy 00 MeIMIHAX BUPOOIB,
3aTBepkeHoro Iocranosor KabGinery MinicTpis Ykpainu Ne753
Binx 2 :xoBTHH 2013 poky.

Annex 3, of technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013.

Ceprudikar Bigmosizaocti Ne UA.101.MD.3.0662-20.00
Certificate of conformity Ne UA.101.MD.3.0662-20.00

Hep:xaBHe ykpaincbke 00’ eqHannsa «[HOJITEXME/I»

State Ukrainian Association "POLITEKHMED"
UA.TR.101

Hiiicaa 1o 19.03.2025
Valid till

Bupo0HuK nexIapye BUKOHAHHS 0OCHOBHUAX BUMOT /logaTky 1 TexXHIMHOIO peryiaMeHTy mo/10 MeJHMHHX
BHPOOIB, 3aTBepkeHoro Ilocranosoro Kadinery MinicTpip Y kpainu Ne753 Bijx 2 :xoBTHs 2013 poky
BUPO0OY(iB), 3a3Ha41eHOro(ux) Buie. TexHiMHA JOKYMeHTANIA 3 NITBEP/:KEeHHN BIINOBIIHOCTI 30epiracrnes y
BHPOOHHKA Ta HOr0 YHOBHOBAKEHOT'0 NIPEICTABHHKA.

The manufacturer declares the fulfillment the requirements set forth in Annex 1 of technical regulation on medical
devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013 of the product (s)
indicated above. Technical documentation proving conformity is kept at manufacturer’s and authorized

representative’s premises.

( Aass \ g
Pl L |

[liamuc ynoBHOBaxkeHoi ocobu:
Signature of the Authorized person:

_QA Manager, Salvatore Barone

Hassa mocagu, I11b:
Position, Full Name:



&3 Nonitex(Tlen

MIHICTEPCTBO OXOPOHHU 3/I0POB’SI YKPAIHU
Hepxasne ykpainceke 06 eananns «lloaitexmeny

Opras 3 OUIHKH BUITIOBIAHOCTI

Conformity assessment body

Ukrainian State Association «Politechmed»

o

UA.TR. 101
M000549
CEPTU®IKAT BIANNOBIAHOCTI
Certificate of Conformity

Ne UA.101.MD.3.0662-20.00

Jara peectpauii 20.03.2020 p.

Tepmin aii ;o 19.03.2025 p.
Hpoaykuis: Tinaiic’, crepRabLHMil, 3B0J0KYI04HI 0PTATLMOIOTIUHAH PO3UHH 3 FiATypOHATOM
Production: narpio 0,4 %
Kaac IHa
Class
Bianoeizac Bamoram TexHiuHOr0 perjamMenTy 010 MeAHIHUX BHPOGiB,
Comply with the sarBepkeHoro Tocranosoio KMY sia 2 joBTHS 2013 p. Ne 753
2 e‘?utremem‘s - - - =

Bnpoﬁmm -
Producer )

320124 Mﬂan, Italy
20146 Milan, tal

Micne Bnpoﬁﬁﬁn;na coc Fannééé:iﬁéi 'S.r.l.' _
Place of production s/S, Via Chiesa Sud, 156/F, 41016 Rovereto sul Secchia Modena, Italy
Via Modena, 15 — 40019 — Sant’ Agata Bolognese — Bologna, Italy

YnoBrHoBamenni IPUBATHE AKIIIOHEPHE TOBAPHCTBO «KAIBCHbKUM BITAMIHHUHA
npeiCTaBHMK B Y KpaiHi 3ABO/I» (AT «KUTBCHKHM BITAMIHHUAM 3ABO/1»)

Authorized representative sy, Konmisceka, 38, m. Kuis, 04073, Ykpaina. €/IPTIOY 35251822,
in Ukraine

CepradikaT BHAIHHA OprauoM 3 ONHKH BiANOBIAHOCTI [lepxaBHOr0 yKpalHCLKOr0 00’eananns
Certificate is issued by «JIOMNTEXME» (OOB «1YO JIOJITEXME/»)

Ha niacrasi OuiHKM Ta CXBaleHHA (YHKUIOHYBaHHS KOMIUIEKCHOI CHMCTEMH yIpaBIiHHA AKICTIO
On the grounds of arigno 3 Joaatkom 3 A0 TexHIYHOro perjiameHty IOAO MEAMYHMX BupoGiB. PimenHs

LIONI0 HA/lAHHA ceprudikanii Bix 20.03.2020 p.
_ Harnisa 3a CXBaieHOI CHCTEMOIO yApaB/iHHg AKICTIO 3AIHCHIOETECS 3
P/ }/,,// NEpiOAMYHICTIO, AKA PErIaMEHTYEThC MPOTPaMOoI0 HaTJIsIy

P. Kaprasues

ot
£ 7

2

Hmmrc M. II
r euepaﬂbmm nupem‘op
AY O «Iloaitexmen»
Kepisnux Oprany 3 oninky Bianosiinocrti

Opran 5 ouiHki siAnosiaHocT « YO «Ilonitexmeny, Bya, LMazerm, 10, m. Kais, 01010, Yipaina req.
Haxas MinicTCpCTBa eKOHOMISHOTO POSBITY 1 TOpriBn Yikpatay nix 20.05.2014 No 579

AtecTat npo akpeapranito HagioHankHOro AreHTCTRA 3 aKpeuTail Ypain Ne 10174,

YnmnicTs ceprindikarta BIANOBIHOCTE MOXKIa IRPEBIpATH B Pecctpi: hitp: www. politekhmed. ua

- +38(044) 483-68-07. Inenrmpivainimuit Homep UA TR 101


http://www.tcpdf.org

