CEPTHOIKAT AHAJHIY

Ipoayxr I'IAJIO4 IIIOC kpem— 1y6a 251
Homep cepii FIDIA H48850
Kon FIDIA 10000636
JaTa BHTOTOBNIEHHA I'pymens 2024 p.
Hara aHanisy Cigenp 2025 p.
TepMiH MPHAATHOCTI Ipymens 2027 p.
Homep 3armcy Ipo aHai3 040000028669
TECTH MEKI COEITH® Ii PE3VJILTATH
3OBHIIIHIIT BHITIAN ArmoMiHieBa TyGa, IO MiCTHTD BianmoBizae
Gurrii KpeM Ge3 CTOPOHHIX
JIOMIITIOK
ImeHTH(IKAIIS T1ATyPOHATY TTo3nTHBHIGT O3HTHBHUI
HaTpiro (HaTpieBa ciIb
rianypoHOBOI KHCIIOTH)
BMicT riamypoHaTy HaTpiio 1,8- 2,2 Mr/T 2,1
IaeHTH(IKAIA CYNBafiasHHy [osmriBHMH NOSHTHBHHA
cpifna
Buicr cynbbagiazny cpidia 9,0-11,0 Mr/r 9,0
OIHOMAHITHICTS ZO30BaHOI BaTH  Bimosifae BianoBimae
JumaMiyHa B s3KicTh (25° C 400 - 1300 mlTa-cex 980
D=175s-")
Piens pH (5% W00 y BOAL) 5,5-7,0 6,4
Posmip:
- MIKpOKpHCTaniB cymbdaniazimy  2-30 MM Bianosimae
cpiGna
- MrTigHI MIKpOKpPATDTi 2-30 MM BignoBinae
MikpoGHa KOHTaMIHAI[1SL, ‘
- BaraTbHa KUTBKICTh aepOGHHX <100 KYO/r <1
‘MIKPOOPTaHi3MiB
- BaraybHa KUTBKICTD <10 KYOIr <1
JPDKIUKIB/TpHOKIB
- 3BH4aiHI MATOTEHI Bigcyrai/l r Biacyrniy 1r
X BIAIIOBIJTAE 1 HE BIZIIOBIIA€E

/migrac/ %A

Hp. Jyka [TippoHe
[onora BiAALTY KOHTPOIIO SIKOCTI

w8 v GF 0F XS
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CERTIFICATE OF ANALYSIS

Product

FIDIA lot number

FIDIA code number
Manufacturing date
Assay date

Expiry date

Analysis record number

TESTS

Appearance

Identification of Sodium Hyaluronate
(Hyaluronic Acid Sodium Salt)
Sodium Hyaluronate content
ldentification of Silver Sulfadiazine
Silver Sulfadiazine content
Uniformity of dosed weight

Dynamic viscosity (25°C D=175 s)
pH (8% w/v in water)

Size of;

- Silver Sulfadiazine micro-crystals
- Lipidic micro-drops

Microbial Contamination:

- Total aerobic microbial count (tamc)

SPECIFICATION LIMITS

aluminium tube cantaining white

*HYALO4 PLUS Cream - 25 g tube
1 H48850

: 10000636

; December, 2024
s January, 2025

: December, 2027
: 040000028669

RESULTS

cream, free from foreign particles complies

positive
1.8-2.2mglg
positive

9.0-11.0 mg/g

complies

400 - 1300 mPa.sec

56-7.0

2—30um
2 ~30 um

<100 CFU/g

- Total combined yeasts/imoulds count (TymC) < 10 CFU/g

- Common pathogens

& CONFORM

o NOT CONFORM

absent/1 g

—

positive
2.1
positive
9.0
complies
980

6.4

complies
complies

<1
<1
absentinig

Dr. Luca Pirrone

Head, Quality Control Department

UKRAINA / EUROLEK & EQUIPMENT S.r.o./ P.O. 18/2024
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N'OF CONFORMITY
No. 08-02/11/2023

DECLA

of the medical device -~ Cream Hyalod PLUS

to the requirements of Technical regulation concerning

medical devices (approved by the Decree of the Cabinet

of Ministers of Ukraine on 02 October, 2013 under No.
753)

Manyfacturer:

name: Fidia Farmaceutici S.p.A.

address: Via Ponte della Fabbrica 3/A, 35031 Abano Terme
(Padua), Italy

Telefon: +39 0498232111

E-Mail: info@fidiapharma.i(

whose Authorized Representative in Ukraine is:
name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine
EDRPQU code 42753911

Tel ffax: (044) 223-25-57
E-mail: info@ewrolek.conua

Medical devices classification: Class I, according 1o
points 12 and 21 of Annex 2 of Technical regulation
concerning medical devices.

The products are accompanied by the mark of conformity
to the requirements of Technical regulation:

UA.TR.099

According to the point 17 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures was
performed. according to the Procedure for ensuring
performance of the comprehensive quality management
system in Annex 3 (with paragraphs 8-11) to Technical
regulation concerning medical devices and Certified
Conformity Assessment Body of UKRMEDCERT LLC,
designated by the Ministry of Economic Deyelopment and
Trade of Ukraine, under the identification number
UA.TR.099, address: Drabhomanova St, Building 1-A,
Office 2, Kyiv, 02059, Ukraine, tel.: +38-067-595-02.30,
hitps://ukrmedeert.org.ua  based on the Decision of the
Certification Body of Ukraine L.LC "UKRMEDCERT" No.
424/02 dated 15.08.2024.

CERTIFICATE of confonmity with requirements of
Technical Regulation on Medical Devices NeUAMD.317-
20, revision 02 valid from 15.08.2024 till 03,12,2025,

JEKJAPAIUA TIPO BIATIOBIAHICTD
Ne 08-02/11/2023

Meouynozo supofy — Fianed TJIHOC kpem

BruMoran TEXHIMHOIO PErIaMEHTY LIONO MEAMUHHX BHPOOIB
(axuil 3areepmxennit [locranosoo Kabinery Minictpin
Vipainn six 02 soprns 2013 p. Ne 753).

Bupobnux:

HalinenysarHa: Pixix Gapmaueytiui CaLA,

aupeca: Bia Ilomre nenia Mabbpixa 3/A, 35031 Abdano Tepme
(Masya), Irasis .

Ten.: +39 0498232111 )

E-Muail: info@fidiapharma.it

Ynoanosaxcenuti npedcmasnux 6 Yxpaini axozo ¢
naiimenysauus: TOB «€BPOITER-YKPA frAy

adpeca: 08320, eva. Bopucnitecera, 60, 7, ¢ Beauxa
Onexcandpisxa, Bopuenircvrui paiion, Kulacwra obn.,
Yrpaina

CHPHOY 42753811

Ten/haxc: (044) 223-25-57

E- nowma: infot@deurclek com.ua

Kracughiayis sasnavenux medwinux supotis: Kaace I sriano
3 wysxrom 12 1a 21 Hoparky 2 Texuigsoro peryiaMenty Womo
MenusHuX Brpodis,

ITpoAYKL{iIO CYIPOBOKYE 3HAK BiONOBIAHOUIT  BHMOraM

TexsiuHOrO PernaMenTy:

UA.TR.099

3rimgo 1. 17 TexWidHoro periaMeHty oJ0 MCRHYHHX
supoSin, i 3a3maveHoro wapkysaius Gyio sabesneveno
NPOBEACHHS TPOLEHYPH OUIHKH BUINOBITHOCT], BIANOBUIHO A0
opanky FPOBCAEHHS npoueRypn aafieaneyeHns
DYHKIIOHYBAHHA KOMIVICKCHOT CHCTCMH YIPAB/IIHES SKICTIO,
sriggo 3 Jomatkom 3 (3 nynxrems 8-11) no Texwiunoro
perraMenTy oo MeHHUX Bupo0is Ta 3acsinye no OpraHoM
3 ouinky simosinnocti TOB « YKPMEICEPT», npusnavenyi
Minekonomike  Vipaim 38 inertudikauifiuum  noMepom
UA.TR.099, agpeca: syn. [paromanosa, Gyausok 1-A, adic 2,
M. Kuis, 02059, Vxpaina, rten:+38-067-5935-02-30,
https://ukrmedceri.org.ua na nincrasi Piwenns OOB TOB
«VKPMEJICEPT» Ned24/02 vip 15.08.2024.

Ceprudikar po BIANOBLAHICTE MEMMHOTO BUPOGY BUMOTAM
TeXAiaHOrD PEriaMenTy MO0 MEAHIHUX BHpoBiB

Ne UA.MD.317-20, peaakuis 02, repminom aif win 15.08.2024
p. 10 03.12.2025 p.




C sign examination Ne UADE.101-20,
revision 02, valid from 15.08.2024 till 03.12.2025,

The abovementioned devices comply with the requirements
of the national, European and international regulations and
standards.

Declaration of Conformity is valid from 15.08.2024 1
03.12.2025.

Place of issuance and signing of declaration of conformity:
08320, ul. Boryspilska, building 7, p.Velyka
Oleksandrivka, Boryspil district, Kviv region, Ukraine

Further Annexes are an integral part of this Declaration of
Conformity: :
Annexe 1 with the list of medical devices

This declaration of conformity is issued under the sole
responsibility of the mamfacturer.

CEPTUGIKAT npeniprn mpoekry Ne  UA.DE.101.20,
penakuiz 02, pikennit 3 15.08.2024 1o 03.12.2025.

3aznaveni BUpolH BIANOBINAIOTE BUMOTAM  HALIOHANLHUX,
CBPONEHCEKHX T4 MPKHAPOAHHX HOPMATHABHO-IIPABOBHX AKTiH
T8 CTAHABPTIR,

Hexgapauis npo sinnopinaicts aiftcua 3 15082024 p. do
003.12.2025 p.

Micye audaui ma nidnucy Oernapayil npo @idnoeidnicnms:
08320, nya. Bopucuimecuka, Sya. 7, ¢. Beanxa Onckcannpinka,
Bopreninueskuii paiion, Knfscexa o62., Vepaina,

Hesin’ emuow vactnuoio ganoi Jexaapauii npo pignosianicrs
¢ gacryrmi Jlonarten:
Hooamox I 3 nepesiros Medwmux supobia,

Us oexaapayis npo aidnosionicmy  eudana nio SURIIGYIY
gionosioanpnicm supobiuka,

Volodymyr Gatsenko / Hara: 15.08.2024

B. I". T'anenxo




to Deelaration of Conformity Ne 08-02/11/2023

/ Nonarox 1 so dexnapanil npo siznopinicrs

Ne 08-02/11/2023

List of the medical devices / Ilepenix mepmunnx pupobis

Name of the device in English /

Name of the device in Ukrainian /

Me Hassa supoGy aHrifichKoK MOBOIO Hazga BupoGy yKpaiHChKOIO MOBOK
1. | Cream Hyalod PLUS, 25 ¢ Tianod TUNOC, kpem, 25 r (g)
2. | Cream Hyalod PLUS, 100 g Manod IJIHOC, kpem, 100 r (g)

Jara: 15,08.2024




TOB <YKPMEACEPT>

CEPTV®IKAT

TTEPEBIPKI TTPOEKTY

3apeectpoBannii y Peecrpi

«04» rpymust 2020 p.

Ne UA.DE.101-20

Histcnuii no «03» rpyaus 2025 p.

Lium cepradirarom noc zl'ly("l‘bcﬂ, mo
MPOEKT MEAHUHHMX BUPOGIB:

knac III srinso Honmarky 2 Texuiusoro)|

BHPOOHMK: .
Fidia Farmaceu
3a anpecoro: Via Ponte della Fabbrica 3/A, 35031 A

Bignosinae BumMoram Texuiunoro periaMenTy

KM aaTBepnmennﬁ nocraHoBorwo Kabinery me'rpm Y
Tpouenypa ouinky BinmoBigHOCTI IpoBeaeHa 3rinHO 3 PO3AINO
BupoOy», nynktm 8-11 goparky 3 «llopsaox  npose)
(bYHKUIOHYBAHHSA KOMIIIEKCHO! CHCTEMH YNIPABITiHHS AKICTION

HHX BUpOOIB,
u Ne 753 Bin 02.10.2013 p.

Hepemplca TIPOEKTY MEAMUTIOro
11 npouenypu  3abesneueHns

VVME,II‘C];PT», AKPEIMTORAHUM

Ceprudikar Bugano OpraHoM 13 OMiHKM BiANOBigHOCTI IOB (
017 p. Ne 10240, npuanasennm

Hanionansuum arentcToM 3 akpesranii Yxpainm, arecrar Bm 19.1
MinexonoMpossutky Vipainu, 3a igentndixauiitiim momepom TUATR.099, anpeca: Byn. Muxafina
HAparomanosa, 1-A, 0¢. 2, m. Kuis, 02068, Ykpaiua, ren. +38-044-355-02-30, https*//uknnedcerl org.ua

Pimerma nipo sumady ceprudixara mepenipku npoexty OOB TOB «YI{PMFJICFPT» Ne 424/1-1 BT «04»
rpyaus 2020 p.

Henif’eMHOI0 4acTHHOK 1BOrO cepTHbiKaTy € cep’mdﬁxca'r npo ﬁinnoninmm 'B’pmoram “Texmiunoro
PErNaMenTy IoNo MeimaHuX BUpotin Ne UA.MD.317-20 Bix «04» rpymm 2020 p.

Aupexrop

HusuicTs cepTudiaty sinnosianecti moxua mepesiputn b Pecerpi na cniiri https:llukrmedceﬂéofg.uq i‘ay T 38~04443§Sé02;30




TOB «VKPME,QCEPT» -

Honarok o ceprudikary nepempm npoexcry
Ne UA.DE.101-

Bin 04 rpym{}z 2020 |
Ne |  Hasna meau4soro BHpoOy BA MCAMYHOTO Bupoﬁy Knac
3/m aHrailich K010 MOBOIO HCHKO0I0 MOBOIO
1 e o 1§11
Cream HYALO4 PLUS, 25¢ I'IAJIO OC xpem, 25 g(r)
2 , : |
Cream HYALOQ4 PLUS, 100g | I'IAJIO4 T pem, 100 g(r)
3 P 1
Ointment HYALO4 START, | I'IAJIO4 CTAPT mass, 30 g(r)
30g ' ' : ;
Jupexrop IZM#X&GI‘-"OR

Cropimka 131




TOB «YKPMELCEPT»

EPTUIPIKAT

PO BiANIOBIAHICTL BuMOTaM TeXHIMHOTO peraamenTy 1mo0A0

MeAMIHUX BUPODIB

3apeecrposannit y Peecrpi
«04» rpyns 2020 p.

: Ne UA.MD.317-20
~Midicnnii no «03» rpynus 2025 p.

Linm ceprudixarom moceinuyerses, mo 3act HHS KOMIUIEKCHOT CHCTEMMU
YTPABIHHS SKICTIO Ha eTanax pospobnesns, BUpoGHUITES | OCTaTO4HO! HepeBipKy
MEIMYANX BUPOGiB: P
Mennuni BHpoGu Ha ocnosi riasyponopol

39CTOCYBAHHS NPH
(ariano JopaTKY 10 MBOrO cep

1110 BUpoGngeThes:
| Fidia Farmaceut
3a azpecoio: Via Ponte della Fabbrica 3/A,

YnorHoBaxenuit NpeacTaBHAK B YkpaiHi:

Tosapuerpo 3 o6mexenoio Binosinannicrio «€
3a  azgpecoio:  Ykpaima, 08320, Kuiscbka o6n, bBo
OnexcannpiBka, Byi. Bopucniancnka, 7 :

Benunxa

Bianosinae suMoram TexniqnOro per/iamenTy UI0A0 MCAMYHHAX BUPOGIB,

3arBepidkeHoro noctatonoio KaGinery Minicrpis Vipaian Ne 753 Bi ( p. Hpoueaypa ouilxn
BIAMOBINHOCTI DpoBeseHa 3rigHO 3 AomarkoM 3 «TTopanoK NPOBCACHHS IPOLEAYpH 3abe3neueH s
(QYHKUIOHYBAHHA KOMIUIEKCHOT CHC1EMU yupasainis sxicrion JIonaTkoBo HeBiN’eMHOI YaCTHHOK LBOIO
ceptrihikaty e ceprudixarn nepeipku npoexry Ne UA.DE.101-20 Bizx 04.12.2020 p., 3riauo 3 posgizom
«Ilepenipka npoexTy MeHuHOro BUpoSyY» noxatka 3 nyukris 8-11. - :
Konrpone BianoBianocti Meauunnx rupodiB BEMOraM 3a3Ba4eHOr0 TEXHIUHOIO pernaMenTy 3aificHiocThes
LIAXOM HArIANY, NepiOAMUYHICTL i TIPOTEYPH AKOTO PErNaMCHTYIOTHCS HPOLELyPaMY OPIaHY 3 OUIHKH
Bianosiarocri. :

Ceprudixar mumano Opramom 3 ouinkm sianosignocti TOB «YKPMEJCEPTY», aKkpeauTOBAHNM
HauionansnumM areHTeTBOM 3 akpeanranii Ykpainu, arecrat Bix 19.11.2017 p. Ne 10240, npusnayenum
Miuexonompossutky Yipainu, 3a inenTudis uitinam. nomepom UA.TR.099, anpeca: By "Mnxaﬁna
Jdparomanora, Oyaunok 1-A, ~ HiB,: 02068, VYkpaina, Tten.: +38-044-355-02-30,
https://ukrmedcert.org.ua V& N ’
wa riizictasi Piwenns QOB TOB «yKPMBéz;(éﬁM»

(AW

424 pin 04,12.2020.

HAunpexrop ) %;;:/

“Hunnicts ceprudicara imoninnocri mokna nepesipurn » Pecerpi pa eaitri huw://ukrm«lccrl.drg.dﬁ"éa‘:gaam +38-044-355-02-30



;zzdiivtenntmnx BHPOGIB
Ne UA.MD.317-20

Ne Hassa meanunoro supody lasBa 'ﬁenxiﬂuoro BHpoOYy Knac
3/m AHrHCHEKOK MOBOKO __YKpAiHCBKOIO MOBOIO
1 W M1
Cream HYALO4 PLUS, 25g T'TAJIOA4 TUIIOC kpem, 25 g(r)
Cream HYALO4 PLUS, 100g | I'lAJ1I04 OC.xpewm, 100 g(r)
3 “ L
Cream HYALO4 SKIN, 25¢ T'TAJIO/
4 l.’
Cream HYALO4 SKIN, 100g [AJIO4
5
Ointment HYALO4 START, IMANIO4 CTA
30g
Juapexrop

Cropinka 131




Mpo BiANOBIfHICTb CUCTEMU YNPAB/IIHHA AKICTIO

3apeccrpoBaHui y PeecTpi

«15» cepnuna 2024 p.

Ne UA.SM.048-17

ficHnit go «23» nucronana 2026 p.
NMepwe BugaHHA Bif: «31» nununa 2017p.

MM CEPTUDIKATOM NOCBIAYYETDLCA,
LILO CUCTEMA YINPABJ/TIIHHA AKICTIO CTOCOBHO

MpoekTyBanHsn, po3pobneHHs, BUPOGHMLTBO MeaguuHUX BUPOGiB
ANS BHYTPILIHBOCYTNO60OBUX iH’EKLiN Ta gna NikyBaHHA paH

snpoBapkena: Fidia Farmaceutici S.p.A.
3a agpecoo: Via Ponte della Fabbrica 3/A, 35031 Abano Terme (PD), Italy,

sBignoeigae sumoram 1SO 13485:2016
KoHTpons signoeigHocti ceptudikoBaHoli cucTeMu ynpaBiiHHA AKICTIO BMMOraM 3a3HavyeHoro
CTaHRAPTY 30IKCHIOETLCA WANXOM Harnagy, nepioguyHicTb i npoueaypn KOO perfiaMeHTyThes

npolegypaMmn oprasy 3 ouiHKu BigrosigHocri,

Opran 3 ouiHkm BignosigHocti TOB «YKPME[CEPT», appeca: Byn. Jparomanosa, byauHok 1-A, op. 2,
M. Kuis, 02059, YkpaiHa Ten. +38-067-595-02-30, https://ukrmedcert.org.ua

AupexTop

N
ON 2
)

Yuusicrs ceprudiikara signosipnocri i{hn{ga jﬁﬁé‘ijﬁﬁu B Peccrpi na cairi
https://ukrmedcerf.org.ua Ta 3a Ten. +38-067-595-02-30



CEPTUDIKA

MEPEBIPKU NPOEKTY
3apeccTpoBaHui y PeecTpi
«15» cepnnsn 2024 p.
Ne UA.DE.101-20, pegakuin 02
Ricunn go «03» rpyaus 2025 p.

Lium cepTudikaToM NOCBiaYYyETHCA, WO NPOEKTN MeauyHNX BUpobis:

MeauuHi Bupo6u Ha OCHOBI rianypoHOBOT KMCAOTH ANA MICLEBOrOo 3aCTOCYBaHHA
NPYU YPaXEHHAX LWKIpU

- wo sBupobaseTbes: Fidia Farmaceutici S.p.A.
3a agpecoio: Via Ponte della Fabbrica 3/A, 35031 Abano Terme (Padua), Italy

YNOBHOBAXXEHWUIt NpefcTaBHUK B YKpaiHi: TOB «EBPO/ EK-YKPAIHA»
3a appecolo: Ykpaina, 08320, Kuiscbka 061., Bopucninbcbkuid p-H, . Bennka OnexcaHapiska,
syn. bopucninscbka, 7

signosigac BuMoram TeXHIYHOIO peraiaMeHTy LWOoA0 MeguuHux Bupobie,
3aTBEp/PKEHOr0 nocTaHoBol. KabiHery MinicTpis Ykpainmu Ne 753 sig 02.10.2013. Tipouenypa OL{iHKY
BiANOBIAHOCTI nposefieHa 3rigHo 3 gopatkom 3 «opsfaoK npoBefieHHs npoueaypu  3abesnedeHHs
. byHKLIOHYBAHHA KOMMAEKCHOT CUCTEMW YNpaBiHHA AKicTio», nyHKTW 8-11 «lepesipka NpoeKTy MeauuHoro
Brpoby», [LOAATKOBO HEBIJ'EMHOIO YACTUHOIO UbOTo cepTudikaTy € cepTudikar gignosigHocTi Ne UA.MD.317-20,
3riAHO 3 ROAATKOM 3 33 BUK/IOYEHH M NyHKTIB 8-11.
OpraH 3 ouiHku BignosigHocTi TOB «YKPMELCEPT» npuaHaven it MiHeKoHOMM KM YKpaiku, 3a inenTudikauiinmm
Homepom UA, TR.099, agpeca: Byn. [iparomaHoBa, 6yauHok 1-A, odic 2, M. Kuis, 02059, YkpaiHa, Tes.: +38-067-595-
' 02-30, https;//ukrmedcert.org.ua
Ha nipcrasi PiwenHs O0B TOB «YKPMELCEPT» N0424/03 8ig 15.08.2024

Avpexrop

R e ,_gw‘



. © CepTudikat Ne UA.DE.101-20 Bip «15» cepnns 2024 p.
Nepenik eupobis o
Nes/n | Haama MepuuHOro BUpO6Y aHrifickKoI0 Hazsa mepguuHoro Bupoby ykpaiHcbkoo Knac
MOBOIKO MOBOIO
1 Cream HYALO4 PLUS, 25 g TAN104 NNIOC kpem, 25 g (1) i
2 Cream HYALO4 PLUS, 100 g TIANO4 NMTOC kpewm, 100 g (r) |
3 Ointment HYALO4 START, 30 g FAN04 CTAPT masb, 30 g (r) ]

Kineub nepeniky

IcTopis ceprudikary

Pepakuin Npuumnna amiun Aara
01 Mepuie BuaanHs 04.12.2020
02 MepeBnaanHn y 3B’A3Ky i3 3MiHOI dopmu cepTudikarty 15.08.2024
TR

ey

AupekTop Isan BABUKIH

Cmopinka 2i3 2



TOB «YKPMEOCEPT»

CEPTU®IKAT

IIPO BiATIOBIAHICTS CHCTEMM YIIPaBAIHHS SKICTIO

3apeeccrposanuii y Peectpi

«24» nucronapga 2023 p.

Ne UA.SM.048-17

 Tificunii 1o «23» nmeronana 2026 p.
Iepme suganns Bix: «31» yunus 2017p.

LM CEPTH®IKATOM MOCBIAYYETHCS,
1110 CHCTEMA YITPABJITHHS SIKICTIO CTOCOBHO

THIITBO MeMUHAX BHPODIB
i Ta Qs JIKYBAHMs pal

IlpoexTyBanns, po3pobieHns, BY
JJISL BHYTPIIIHBOCYrn000BHUX in’

Bnpona,uxceua: ;
Fidia Farmaceutic

3a anpecoro: Via Ponte della Fabbrica 3/A, 35031 Abano

sianosigac sumoram ISO 13485

Kontpoms BifmoBiaHocTi cepT(ikoBanoi CHCTEMHM YNpamjiHHS SKICTIO  BHMOFa™m  3a3HAYCHOTO  CTaHAApTy:
AHCHIOETHCA IIUTFXOM HATTISRY, NepiOAHUHICTS i NPONCIYPH AKOTO PEIJIAMEHTYIOTHCA NIPOLE/YPAMHA Oprany 3 OLiHKH
BianosinsOCTI. '

CEPTU®GIKAT BUIAHMA: OprasoM 3 oninku signosigpocri TOB "«YKPMEIICEN’», AKPENUTOBAHEM
HaujoHansHuM areHTeTBOM 3 akpenuranii Yipaiuu, arectar Big 15.11.2022 Ne 80047 ta B 19.11.2022 Ne10240,
anpeca: By [lparomanosa, 6Gymumok 1-A, odic 2, m. Kuis, 02059, : ‘S’xcpé’fx{a, ren: +38-067-595-02-30,
hitps://ukrmedcert.org.ua/

Jupexrop

Yunnicrs ceprudinara sianosigHocTi MoXHa nepesipiin 8 X
¥a 3a Tes. +38-067-595-02-30






ARATION OF CONFORMITY TEKIARALILY [P0 BIATOBISHKCTS
No, 08031172833 Ny SRQR I8

af the medivad devive - Cream Hyslod PLUS medepawe sipedy - Daned TUTROC xpew
to the mgmmsm s of Techaical regulation congerning | snnorast ToxRiRUOI pErIRMORTY MORC Mo supodis
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CEPTUDIKAT

npo BigNOBIAHICTL BUMOraMm
TexHIYHOrO pernaMeHTy Woao MenyHuX BUpoOIB

3apeecTpoBaHuil y Peectpi

«15» cepnun 2024 p.

N° UA.MD.317-20, peaakuin 02
[icunit po «03» rpyaHs 2025 p.

Lium cepTuikaToM NOCBIRYYETRCS, WO 33CTOCYBaHHS KOMMNNEKCHOT CUCTeMu
YIpaBAiHHA AKICTIO Ha eTanax po3pobneHHs, BupobHuLTEa | OCTATOHYHOI
nepesipKu MeguuHuX BUpobis:

MeguuHi BUpo6u Ha OCHOBI rianypOHOBOI KHCIOTH ANIA MICILeBOro 3aCTOCYBaHHA NpH
YPaXKeHHAX WKipu

w0 BupobaseTben: Fidia Farmaceutici S.p.A.
3a appecoto: Via Ponte della Fabbrica 3/A, 35031 Abano Terme (Padua), italy

yNOBHOBAXEHUI NPefiCTaBHMK B Ykpaini: TOB «EBPOJIEK-YKPAIHA»
3a appecoio: YKpaina, 08320, Kuiscbka o6n., Gopucninbcbikuid p-H, ¢. Benuka OnekcaHgpiska, Byn.
BopucninbCbKa, 7

gignosigac sumoram TeXHIYHOTO periaMeHTy WOoR0 MEAUUHNUX Bupobis,

saTeeppKeHoro nocranosoie Kabinety Minicrpis YKpaiHu Ne 753 sig 02.10.2013. Mpoyenypa OLHKM signoBipHOCTI
npoBeaeHa arigHo 3 pofaTkom 3 «flopafoK npoBefeHHs NPOLERYpH 3a6e3ne4eHHs GYHKLIOHYBAHHA KOMITIEKCHO!
CUCTEMM ynpaBiisHsa aKicTior [JogaTkoBo HEBIEMHOIO YACTUHOIO UbOTO cepTudikaTy € ceprudikaTy nepesipku
npoexty Ne UA.DE.101-20 sig 04.12.2020 p., 3rigHo 3 poaginom «flepesipKa nPoeKTy MeUIHOro Bupoby» gopatka 3
nyHkTiB 8-11. Kowtposs siANOBIAHOCTI MeAnHHMX BUpoGiE BUMOraM 3a3HA4EHOTO TEXHIYHOTO PEraaMeHTy
IAIACHIOETBCS WAAXOM HATASNY, NEPIoaUuHICTD | Npoueaypr AKoro PErnaMeHTyTLCA NpoueaypaMu Oprady 3
OuiHKK BigNOBIAHOCTI.

Opran 3 ouiHky signosigrocti TOB YKPME/ICEPT» npuanauenuit MiHewoHomixm YKpaiHu, 3a inenTndikauiinum
nomepom UA.TR.099, agpeca: syn. fiparoman pnQK 1-A, odic 2, M. Kuis, 02059, Yxpaina, Ten.: +38-067-595-02-
30, https://ukrmedcert.org.ua Ha mipcrasi P TOB:

Ounpexrop ~-}gan BABUKIH

Yuusicrs coprudinara signosigHocti thﬁha’hépasip' 8 Peccrpi na canri https:/fukrmedcert.org.ua
Ta 3a Ten, +38-067-595-02-30
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Mepesnik Bupobis
Ne Ha3ga MEAMMHOTC BUPOGY AHTATCHKOI Ha3ea MeguuHOro BUpoGy YKPaiHCLKOI0 Knac
3/n MOBOIO ' MOBOIN0
1 Cream HYALO4 PLUS, 25¢ FIANO4 NOC kpewm, 25 g (1) in
3 Cream HYALO4 PLUS, 100 g MAS04 M/HOC Kpem, 100 g (r) 1]
3 Cream HYALO4 SKIN, 25 ¢ MANI04 CKIH kpem 25 g {r) 16
4 Cream HYALO4 SKIN, 100 g MA104 CKiH kpem 100 g {r) 6
. Ointment HYALO4 START, 30 g MANI04 CTAPT massb, 30 g (r) i
KiHelb nepeniky
Icropin ceprudikary
Pepaxuiv MpuUNMHa 3MiRU Aarta
01 [lepuie BUAHHA 04.12.2020
02 MepeBugaHHa y 38°s3Ky i3 3mMitolo opmu cepTudiraty 15.08.2024
Oupexrop isan BABUKIH

CTopivKa 232
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Cepradiranis

CEPTUDIKAT

MEPEBIPKW MNMPOEKTY

3apeecTpoBaHuit y PeecTpi

«15» cepnHa 2024 p.

Ne UA.DE.101-20, pepgakuyis 02
Aiicnin po «03» rpygHs 2025 p.

Linm cepTudikaTtoM NocBigvyeTHCA, WO NPOEKTU MeagnYHUX BUPOGiB:

MeauuHi BUpo6u Ha OCHOBI riaslypoHOBOI KUC/IOTU AR MICLLEBOro 3aCTOCYBaHHA
NPYU YPAXKEHHAX WKIipU

wo supobnserbcn: Fidia Farmaceutici S.p.A.
3a appecoio: Via Ponte della Fabbrica 3/A, 35031 Abano Terme (Padua), Italy

YyNOBHOBaXXeHUi NnpeacTaBHUK B YKpaini: TOB «EBPOJIEK-YKPAIHA»
3a agpecolo: YKpaiHa, 08320, Kuiscbka 06/1., bopucninbcbkuii p-H, c. Bennka OnekcaHgpiska,
Byn. bopucninbcbKa, 7

BignoBigac BuMoram TeXHIYHOTO persaMeHTy WoAo MeguYHuX Bupobis,
3aTBepaXeHoro noctaHoBolo KabiHeTy MiHicTpiB Ykpaihm N 753 Big 02.10.2013. Mpoueaypa OULiHKW
BiANOBIAHOCTI npoBegeHa 3rigHo 3 pgoaaTtkoM 3 «Mopsgok npoBeaeHHs npoueaypwu 3abe3neyeHHs
(byHKLiOHYBaHHA KOMMNAEKCHOI CUCTEMU YNpaBAiHHA AKICTIO», NYHKTU 8-11 «[lepeBipka NPOEKTY MeAUYHOro
BUpoby». [l0AaTKOBO HEBIA’EMHOIO YaCTUHOIO LbOoro cepTudikaTty € ceptudikar signosigHocTi Ne UA.MD.317-20,
3rigHo 3 40AATKOM 3 3a BUKNIOYEHHAM NYHKTIB 8-11.

OpraH 3 ouiHku BignosigHocTi TOB «YKPMECEPT» npu3HayeHuid MiHekoHOMUKMW YKpaiHu, 3a igeHTudikauinium
Homepom UA.TR.099, agpeca: Byn. [ijparoMaHoBa, byauHok 1-A, odic 2, M. KuiB, 02059, YkpaiHa, Ten.: +38-067-595-
02-30, https://ukrmedcert.org.ua

Ha niacrasi PiweHHa OOB TOB «YKPMEACEPT» N2424/03 Big 15.08.2024

AupeKTop “\eTgan BABUKIH e

YunHicTs ceprudixara signosigHocri momaﬁé\u\e’n\ﬁ;@ & Pes

o

. caitri https:/fukemedcert.org.ua @, AR '3;
1a 3a 1. +389967°5
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CepTudixat Ne UA.DE.101-20 8ig, «15» CepnHs 2024 p.

4

Nepenik eupobis
Nes/n | Ha3pa meiMuHOro BUpoby AHTAIACHROI Ha3Ba MEANUHOTO BMPOo6Y YKPaTHCBKOK Knac
MOBOIO : MOBOIO
1 Cream HYALO4 PLUS, 25 g MANO4 NAKC kpem, 25 g (r) Hl
2 Cream HYALO4 PLUS, 100 g TIANO4 NIKOC kpem, 100 g {r) i
3 Ointment HYALO4 START, 30 g MAN04 CTAPT maze, 30 g {r) i
Kiveyb nepesiky
Icropis ceprudikary
Pepaxuis TipMuMHa 3MIHK Bara
01 flepiie sBUpaHHs 04.12.2020
02 MepesuganHs y 38°A3KY i3 3MiHoI0 dopmu ceprudikary 15.08.2024
BupexTop Isan BABUKIH

Cmopinka 2i3 2
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IIPO BIATIOBIAHICTE CHCTEM

Japeecrpopanuii y Pecoypi
« 26 jucronaxa 2024 p.

HHM CEPTHOIKATOM
HO CHCTEMA YIIPABJIIHE

Hpoexrysauns, pozpobienns, BHpo
BHY TP HbOCYIIO60BHYX in’Ex

IR

BIPOBADKSHA; Fidia Farmaceutici

33 ANIPECOKY:
Via Ponte della Fabbrica 3/A, 35031 Aban

sinnosigac sumoram JCTY EN IS
{EN IS0 13485:2016, IDT; 180 134

Konrpoas plaposigaocti ceptudikosanoi cucreMs  ynpaey
CTAHAAPTY 3MHCHIOETHON HUIEAXOM HAFAARY, Nepiognusiors
TPOUSAYPAME OPTAHY 3 OUIHKH BIANOBLIHOCT.

CEPTUGDIKAT BUJAHUN: Opranom 3 ouisku  simne
akpeTonanuM  HanionansuuM areHTCTBROM 3 akpenmraud
Ne BO047, anpeca: syn. Muxatina J{paromanoss, 1~.é§, o
+38-044-353-02-30, https:/ukrmedcert.org.ua.

Hupexrop

Yuardons copridiicary slinonignoct M0mna DRpoRipIER
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Japeccrposaunit y Pecorpd
«04» rpyans 2020 p,

Ne UADE.101-20

iltcuuit a0 «03 rpyaus 2025 p.

fum ceprudikarom no
BPOLKT METHNIN

Meanni sppobu wa ocnori riaayponosoi
YPamen

(3rizHo A0RATKY 30 ULOTO Ce}

waac HI srigso Honarxy 2 TeXHIYHOTO!

BHpofHAK:
Fidia Farmaceut
3a aapecoro: Via Ponte della Fabbrica 3/A, 35031 Ab

sBinnorizae puMoram TexXHiMHOTO PErIaAMEHT
sixull aarsepkennit noctanosoo Kabinery Misicrpin
[Ipoueaypa OUIHKY BIANOBIIHOCTI NPOBSHSHA 3TLEHO 3 PO3S
supobyn, nmysxtit 8-11 nomarxy 3 «flopanox mnpo SHH
HYHKIHOHY BRHHA KOMIUIEKCHOT CHCTEMH YIIPABIIHHA SKICTY

Cepruhivar supano Opranom 3 ominkm  sixposigaoeri T
HamionansHuM aresTorBoM 3 akpeaytadll Vepaiuu, atecrar Biz
MinexoroMpossurky Yipainn, 3a iaowoadixauifivum  somep
Hparomanosa, 1-A, od. 2, m. Kuis, 02068, Vipaina, Ten. +38-04

1M

Plmenss npo Bujany ceprudixara nepesipry npoeexry O0OB
rpyans 2020 p.

Hesin emuoie uactunoo meoro ceprudixary ¢ ceprudixa
PEFRIAMEHTY WOA0 MeTHdHEX Bupodin No UA MDA 7-2¢

o

Hupexrop

Hamiers cepradivaty atinosigyoryi moxnn nepesipars s Pecorpl g
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Honarox no ceprudirary
Ne UADE.

DKH NPOEKTY

Bix 04 rpy __
N Hasea Mexnanore Bupoly HYHOFO BHPOOY Kuace
M| anriiChKOK0 MOBOIO HCLKOI) MOBOIO
1 i
Cream HYALQO4 PLUS, 25g P1AJ xpeu, 25 g(r)
3 ’ s 1
Creamm HYALO4 PLUS, 100g TTAJI
3 1
Ointment HYALO4 START,
30g
Aupexrop

Cropisga 13 1
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PO signosianicrs BuMoram Te pe ’;mz\»i{imy LOAO

Japeccrpopanyii v Pecerpi
«4d» rpyaus 2020 p.

Ne UAMBD.317-20

Nistcnuit no «03» rpyans 2025 p.

Hun ceprudixatom nOCBiIMyeThEA, WO 3aC
YAPaBAIRHA SKICTIO Ha eTanax pospodneun
MENUIHUX

FACTOCYBAHHN DY
(3riAR0 ROXATKY JO BLOFG Cep

1O BHPOBASETHCH!

YHOBHOBRKCHHE UpeacTasuuk 5 Yxpaiui:

Torapuerpo 3 ofsexenoio BUNOBIIANLHICTIO «
3a  aapecowy:  Yxpatwa, 08328, Kuiecsxa ofn, Be
Ounexcannpinka, sy bopucnianobxa, 7

THKSR

signosizac suvoram Texniusore peraaMenTy

sarsepprenoro nocranosorw Kabinery Minictpis Vrpalua Ne 73
BIANORIAROCTL npoRejena arigEo 3 gojarkom 3 «llopanox
DYHRITOHYBAHHS KOMIVIBRCHOT CUCTEME yipasniings axicmon J1
cepraivary € ceprudirary nepesipru npoexry Me UA.DE. 101
«[Tepenipxa npoekTy MenuarOro BapoBy» sojarxa 3 mymerin 8-1
Konrpons signosizgocti MepmuenRx supobis suMoraM asnaue
HLISXOM HATINY, NepioauanicTs | HPOHENYPH SKOTO perna
BIHOBLHOCTL al
Ceprudixar sugano OprasoM 3 OHINKH  BUIMORIAHOC 3 T, a
Haujouaasuum arenTerson 3 akpepurauil Yipaiuw, arecrar sin 19.11.2017 p. Ne 10240, np
Minexonompossuiky Vipains, 3a inenradixenifinm. somepom UA.TR.O99, anpeca: ny:
Hdparomasona, Oymunox  [-A,  odic o 02068, Vxpaima, Toas 3804
https://ukrmedeert.orgua

ua nigcrasi Pimenng QOB TOB « YEKPM

P

Juperrop

Hunsicrs coprudizars signopiguocs] wosan uepeaipure & Prooen
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Honarox po ceprudivary n
Bumoram TexsidHoro pernavMen
Ne UA.MD.

i 04 rpya

@ | Hassa vean4noro BUpoOY SHOTO BHPOGY Kaac
3/n anriailicsKon MOBOID :

i -_ i
Cream HYALO4 PLUS, 25g TTAJIO4 11

2 i
Cream HYALO4 PLUS, 100g I'AJ

3
Cream HYALQO4 SKIN, 25¢ TTAJIOK

4
Cream HYALO4 SKIN, 100g ]"'3'!3;.}104;

5 1
Ointment HYALQ4 START, TIAJIO4 C
30¢

Jupexrop

Cropimka 131
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Prahomanova st ofl 2, Kyiv, 02068,

Mo Kag,  ow
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Annes 1 to Declaration of eonformity No. 40832821
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Bux. Ne 6./4. Bin 04.11.2021

CIt «OnTima-Papm, ATO»

TosapucTso 3 oBmexeHoo BignosigansHicTio «Esponex-Yrpaina»
OPILIAHAM IMIIOPTRPOM Ta EKCKAIOIMBHMM ANCTPUEOTOPOM HIDKUYE3A3HAYE HIUX
MeAndHuX Bupobis, supobHuuTea «®igia ®apmaueyriui C.nA, trania:

-‘riAﬂO‘# CTAP? Mazb, 30 g(r)

NASTOA NIKOC kpem, 25 g(r)
MANO4 NAKOC kpem, 100 glr)
MANO4 CKIH kpem, 25 glr)
FIAIO4 CKIH kpem, 100 g(r)
MANO4 PETEH BioaktusHa Nos'A3Ka Ha ocHoBI Koaareny Ta rianypoHoBoTl KMCAOTH, 5x5
cm/cm, Neb
MAJTO4 PETEH BioakTusHa nos'S3Ka Ha OCHOBI KOABTEHY Ta rianypoHoBoi KUCAOTH, 10X10
- cm/om, Ne5

Ta rapaHTye ix Aricrn, Gezneky i BIANOBIAHICTL BUMOram 3aKOHOAABCTBA YRpaiHn,
Mu nigrseparxyemo, wo MAPKYBIHHA Ha YNAKOBL BKAZaHWX MeIMHHNX Bupobin
BIANOBIAAE BUMOram yKpalHceKoro 3aKOHOAABCTRA.
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Aupekro _AB. Muxaiineus
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