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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.

Nepenik eupobis
Nes/n | Ha3pa MeiMuHOro BUpoby AHTAIACHROI Ha3Ba MeANYHOTO BMpobY 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
Kineyb nepesiky
icropis ceprudikary
Pepaxuis TipMuMHA IMIHK Bara
01 Nepiue suganns 04.12.2020
02 MepesugaHHs y 38°A3Ky i3 3MiHoi0 dopmu ceprudixary 15.08.2024

Cmopinka 2i3 2

BupekTop

Isax BABUKIH
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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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CepTudikat Ne UA.MD.317-20 8if, «15» cepnis 2024 p.

-

Mepesnik Bupobis
Ne Ha3ga MEAMMHOTC BUPOGY AHTATHCHKOI Ha3ea MeguuHOro BUpoGy YKPaiHCLKOI0 Knac
3/n MOBOIO ' MOROIO
1 Cream HYALO4 PLUS, 25¢ FIANO4 NOC kpem, 25 g (1) in
3 Cream HYALO4 PLUS, 100 g MAS04 M/HOC Kpem, 100 g (r) 1]
3 Cream HYALO4 SKIN, 25 ¢ MAN04 CKIH kpem 25 g {r) 16
A Cream HYALO4 SKIN, 100 g MA/104 CKiH kpem 100 g {r) 6
. Ointment HYALO4 START, 30 g MANIO4 CTAPT masb, 30 g (1) it
KiHelb nepeniky
Icropin ceprudikary
Pepaxuiv MpuuMHa 3MinU Aarta
01 [lepuie BUiaHHA 04.12.2020
02 MepeBugaHHa y 38°s3Ky i3 3mMitolo opmu cepTudiraty 15.08.2024
OupexTop isan BABUKIH

CTopivKa 232
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CEPTHOIKAT AHAIIZY
ITpomyxT I'IAJIO4 CTAPT n1asn — 1y6a 30 ¢
Homep cepii FIDIA H35330
Kox FIDIA 10000638
Hata BITOTORIEHHA Bepecens 2024 p.
Hara aHanizy JIcrarram 2024 p.
TepniH mpHxaTHOCTI Bepecens 2027 p.
Homep 3armcy mpo anamiz 040000027533
TECTH MIEXT CTYEITOICAIIT PE3VJIbTATH
XapaxTepICTHKI THY'Ka JaMIHOBAHA TYOa 3 BigmoBigae

BEPXHEOIO 33XFICHOKO INIOMOOI0,
KA BAKPIBAETHCS ITACTHKOROIO
KPIIKOLO, (O 3aKPYUYETECS, 3
BMICTOM M'SKOI HATHBIIPO30pOT
HE3EPHIICTOL MacH KpeMoBOTro

KOIBODY
Lrewrindixanis HaTpiro IlosrTIBHE N0 THEHHI
TIANYpOHATY
Kinbxd crrit ananiz maTpito 0,18-0,221/100 0,22
rianypoHaTy
InenTidixaria xomaresasm [TosTrrImHt HO3NTHBHII
DepMeHTHA aKTHBHICTD 2,0 - 5,0 Hxat/v 3,9
(xibKicHIL} aHATS KollareHass)
MIHIMAIIEHE HATIORHEHH ST,
- CePEIHS YIICTa Bara 230r 31
- MIHIManBHIAT BMicT > 90% 102
HrmHandra B’ amsricTs (25£0,5°C 1500 - 3000 mITa-cex 1734
D=70 1/s)
MIKpoGHA KOHTaMIHALT
- 3arambHa KIEKicTs aepo G <10° KYOAi <1
MIKpOOpramismis
- 3aramsma KbKicTs <10' KVO/r <1
JPLKIRIB/IPHOKIB
- SpIrvaiimi maToreny (Ps. BigeyTHi/1 r Bincyrniyir
Aerugimosa, S. Aureus)
X BIAIIOBITAE o HE BIAIIOBINAE

/riigrmie/ %"‘*

Ap. Jlyka ITippose
I"omosa Biguiny xourpomo sxocri

UKRAINA / EUROLEK & EQUIPMENTS s.r.0./ P.O. 08/2024

Fudig farmacevticl S p A, Via Ponte della Fabbrica 3/A, 35031 Absne Terme [PD] Malls - T +33 049 8232111 - F +35 049 810653 - Info@fidiapharma It PEC
DL@pecRdrapharmapec.t - www fidlapharme com - lser, Reg. Imp, PD ~ CF/PIVA 00204260285 - Codice Destinatario. KBROACY — CapSoc € 36.120 000 mt vess.

Page 1/1 I}J’X@U’/ff?é‘éé df %./K&/ﬁ




Japeecrponanunii y Pecoypi
«26» smcronana 2020 p.

BHYTpinIsocyrI000BHY i €K

BOPOBAHKEHAT Fidia Farmacentici §

38 AADECOI!

Via Ponte della Fabbrica 3/A, 35031 Aban

sBinnosigae sumoras JCTY ENISQ
(EN 150 13485:2016, IDT; 150 1348

Koutpoas slapopignocti cepTudikopanol CHCTEMH  yipass
CTAHAAPTY JMUHCHIOCTHOR UIHANOM Harasny, vepiomusicns
fIPOHEAYPAME OPIAHY 3 OUIHKE BIANORIIHOCTI.

CEPTUDIKATY E&%{RAHH?{: QpranoM 3 onisky - Biano
akpenuToBanuM  HatlOHASHUM  GrCRTCTEOM 3 KUy
Ne 80047, anpeca: nyn. Muxatina Jparosanosa, 1-A,
+38-044-355-02-30, https:Aukimedeert orgua.

Hupexyop

Yrnmicen copradinars sianoninuecyl SRS nepeEiprTe & |
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«0dy» rpyaus 2020 p.
- Me UADE181-20

(3riTHG JORATEY 40 HLOTO COR

wnac HI avigmo Hoparxy 2 Texmiunoro:

BUPOTHHIK:
Fidiﬁ Fm*m;&een

Kl IaTBCPIKeHIE  BOCTAHOBOK i{&émmy Mmm;}m
[pougaypa ouiHky BIARORLINOCT] IPOBENONR 3P HO 3 PO
sapoby», nyexre  8-11  nomarky 3 «flopsmox  mpo
HVHKIHOHY BRHHSN KOMIUICKCHOT CHCTEMH YIIPRBTHHH SKICTK

Cepvabikar Bunane OpradoM 3 oliBx®  RLINOBLHOCTE :
HamiouasnHuM arentorses 3 akpegmranil Vipaiuu, arecrar sin 19
Mineromompomsirky  Vepatue, 3o igemadbouiiinmm  mosep
Hparomanos, 1-A, ob. 2, w. Kfe, 02068, Vipatua, ren. +38-0

Plitesnd 1po suaady ceprudikars nepesipky npoekty (}i)B 1
Py 2020 p.

Hesin eMBOI0 HacTHHOK 1HOro ce;}m{pimw € oo

TiHoTo
PErAaMERTY HOJ0 MeRHHEY Bupobin M TTAMD.317 21 '

Hupexrop

Wainaites tepradivaty aisnmsanorti Moxkaa sepesipras B Peeorpl nasulivi hitpsi//uk
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}Io_ﬂa"rm: 20 ceprrdiran
NeUADE.

N Haisa Meanunors supoby
3 AHLAHCH RO MOBON

Cream HYALO4 PLUS, 25¢

2
Cream HYALO4 PLLIS, 100g
T e il
Ointment HYALO4 START,
30
Aupexrop

Cropinga 13 1
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PO SATOBIARICTS BrMoram T
MEAMTHUX B)

Ly cepradixatoM OCBINNYETRCA, IO 38
YAPABAHHA AKICTIO Ha eTanax poipodneHns,
MEIMHBX

Mepani Bupobin va ocnoBi rias
3RCTOCYBAHHS MU

{3riano AoaaTRY 3¢ HLOL0 cep

HIO BHPOIRETRCH:
Fidia Farmacen
3a agpecory Via Ponte della Fabbrica 3/4, 35

YHOBRHOBOKEHHH TPEACTABHYK B Yxpaisi:

Topapucreo 3 ofwexenow shwosiaannicrg
3a  agpecory:  ¥epaina, 08320, Kuisesws oba, bop
Ouexcannpinka, sya. bopucniabebxa, 7

apeccrpopanuil y Pecerpi
 « rpyans 2020 p.

 Me UA.MD.317-20
st o «03» rpyams 2025 p.

EARRG

wianosizac numoram Texuiugoro peraaMeury wio

sarsepprenore wocraposoe Kabinery Minicrpin Vipalun Ne 73
BiAnosiHOCT nposegera Ao 3 gogarkon 3 ellopanox |
GYHRIIOHY BAHES KOMIVIEKCHOT CHCTEME ynpasnisus sxivnon Jlo
ceprdirary € cepradikary nepesipry npoexty Mo UADE. 101
«lTepesipxa npoekty Meanoro sBupoSy» aoxarka 3 mymerin §-1
Konrpoms panopiIHOCT] MeRuRIX Bupotis simoram 333;{&*
HLIAXOM HREARTY, Nepiomricts | NpuLenypy SKoro perig
RIIHORBUIHONTL, i a9 :

Cepradikar mugaso OprasoM 3 ouiwka  Bian

HalouaapHuM aresTerBonM 3 akpesnandl Vepain 2017 p. Ne 10
Minexouonmpossutky Yepaiuu, 3a isowrsdisaud TR.O98,

Hparomanosa, Oyamnor 14,  odic
https:Huknnedeert.orgaa
wa nigcrasi Phwenns QOB TOB « VKPM

068, Vkpaiua,

Juperrop
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BrMOram TexHisHOrO PeraMenTy Mo
Ne UAMI317-20

Mo Haspa meauynore ﬁupaﬁy Kaae
31 anRIicEKO0 MOBOID
i Il
Cream HYALO4 PLUS, 25g
2 1
Cream HYALO4 PLUS, 100g
3
Cream HYALO4 SKIN, 25 >
4 i
Cream HYALO4 8KIN, 100g
5 1§ ]
Otntment HY ALO4 START, TAJHO4 CTAP
g .
Jupewrop

Cropinwa 131
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Annes 1 te Declaration of a*emi&g"ms*& N, 034022021
{ Qoparex T g Rowsspaud) apo sinvosindors

N 43/03:3021

List of the medical deviess / Repest semvasny supoihin

AR &(‘ft WY

: Frased CTAFT aas, 30
L Andrly Mykhailehs £ 4B Muxaiinens
- Divector Eurslek-Lkeaine LLC / Rupewvep TOB «CBPOAPK-YEPATHAS
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