JIEKJIAPALIA TTPO BIAITOBITHICTE Ne UATR75301
DECLARATION OF CONFORMITY No UATR75301
IPOAYKIIL BUMoraM TeXHIYHOIO permaMenTy 111010 MCIHYHUX BHPOOIB, KW 3aTBEP/KEHHUI
mocTanoBoro Kadinery Minictpis Vkpainu Big 02 sxopths 2013 p. Ne 753
prodiucts to the requirements of Technical regulation on medical devices approved by the Decree of the
Cabinet of Ministers of Ukraine on 02 October, 2013 under No. 753

Bupotuuk
Manufacturer

Micne BupobHuITBa
Manufacturing site

Ha3zsa meauunoro BupoGy
Name of Medical device

Kiacugdikamis 3a3gageHux
MEIAYHUX BUPOOIB;
Medical devices classification:

YIOBHOBXKEHUH TIPEICTABHHUK B
Vkpaiui:

Authorized Representative in
Ukraine:

ITpouenypa OLIHKH
BIJIIOBITHOCTI
Conformity Assessment Procedure:

XEJIII C.A.

BYJ1. Banaopiroy, 10, 144 52 Meramopdosic Arrika, I'penist
HELP S.A.

10, Valaoritou str., 14452 Metamorfosi Attiki, Greece

XEJIT C.A.

Ienini Ioanninon, 45500 loanuina, I'pertis
HELP §.A.

Pedini loanninon, 45500 loannina, Greece

BarinanbHui cyno3utopii 3 riaJlypoHoBor KHCIOTOO
«PeBiTakca®y

Vaginal suppositories with hyaluronic acid «Revitaxa®y
BarinanbHuii resb 3 rianypoHoBoro knesiotoro «Pepitakca®
reJiby/

Vaginal gel with hyaluronic acid « Revitaxa® gely

Kiaac Ha srigso 3 mysxrom 13 Jlomatky 2 TexHigHOIo
PETIIaMEHTy 1010 MEIUIHUX BHPOOIB, KU 3aTBEpIIKCHMIH
noctanoBoio KMY Biy1 02.10.2013 p. Ne 753

class Ila, according to point 13 of Annex 2 of Technical regulation
concerning medical devices approved by the Decree of the CMU

on(2.10.2013 No. 753

ToBapHCTBO 3 00MeEKEHO0 BiNOBIAIbHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «ITPO-®APMA»
BYJI. Ilepemoru, Oy. 9, odic 20, Kuis, 03170, Yrpaina

Limited Liability Company “UNIVERSAL AGENCY “PRO-
PHARMA”
Peremogy street, 9, office 20, Kyiv 03170, Ukraine

3rigao 1. 16 TexHIYHOro permaMeHty mojpo MeqduHuX
BHUpOOIB, JUI1 MapKyBaHHS 3HAKOM  BiJIIOBiTHOCTI
BUPOOHUKOM Oys10 3a0e3NedeHO IIPOBENECHHS MPOLEHypH

OLIIHKH BIANOBIAHOCTI BiATIOBIIHO HO:

llopsnxky  3pilicHeHHS — BHYTpIIHBOrO  KOHTPOIIO
BHPOOHHIITBA MENWYHHUX BHUPOOIB, SAKWH BHKIALEHO B
Homatky 8 no TexHiuHOTO pernmameHTy HIOAO0 MeTHUHHX
BHPOOIB, 3aTBEP;PKEHOTO 3aTBEPIKEHUI ITOCTaH0BoIO KMV
Bin 02.10.2013 p. Ne 753 y moepmanmi 3 mporeayporo
lHopsanky  zabesmeueHHst  QyHKOiOHYBaHHS  CHCTEMH

YOPaBIIHHA AKICTIO IIifi Yac BHPOOHHULITBA MEIHYHUX
BUPOOIB, sKUH BHKIaneHo B Jlojgarky 6 g0 TexmiuHoro
PErIaMeHTY 100 MCOUYHHUX BHPOOIB, 3aTBEPIHKEHOTO
3aTBep/LKeHNH nocranoBoro KMY Bin 02.10.2013 p. Ne 753,
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CHCTEMH VIIPaABJIIHHS SAKICTIO TIJ dYac BHpO6HHuTBa.
MEeIHYHHX BUPOO1B 3rigHo 3 JomatkoMm 6 jo0 Texuignoro
pPErNIaMeHTy IMOA0 MEIMYHHX BHPOOIB, 3aTBEPIKEHOTO
3aTBepKeHrM moctanoBoo KMY Big 02.10.2013 p. Ne 753
Oyila mnpoBeAeHAa OpPraHoM 3 OILUHKH  BIAIOBIIHOCTI
Jlep:xaBHHM YKpPAiHCbKHM 00’ cIHAHHAM
«JTOJIITEXME O», AKPC/IUTOBAHAM Harmonansaum
areHTCTBOM 3 akpeauTail YkpaiHu (atecrat Ne 10174),
mpu3HaucHUM  MIHEKOHOMPO3BHUTKY — YKpainu,  3a
nentudikamiftnum  Homepom UA.TR.101. Ceprudikar
BIANOBIIHOCTI  TexHIuHOMY  perjJaMeHTy  IXOAO
meauuHux BHpoOIiB Ne UA.101.MD.6.0897-21.00 Bix
19.11.2021 poxky, nie go 18.11.2026 poky moao
3abe3nevyeHHs] (PYHKITIOHYBAHHSI CHCTEMH YHPABJIiHHS
SAIKICTIO 1T 9aC¢ BUPOOHHUTBA MeIHYHHX BUPOOIB 3TIIHO
3 Jdomarkom 6 g0 Texmiuworo perjamMeHTyY OO0
MeJIHYHHX BHPOOIB.

According to paragraph 16 of the Technical Regulations for

Medical Devices, for marking the conformity mark of the

manufacturer was provided the procedure of conformity
assessnient in accordance with the Procedure for internal control
of medical devices, which is set out in Annex 8 to the Technical
Regulations for Medical Devices approved by Resolution II of
02.10. 2013 Ne 753,

The conformity assessment procedure was carried out by the

conformity assessment body of the Ukrainian State Association
“POLITEKHMED”, accredited by the National Accreditation

Agency of Ukraine (certificate Noe 10174), appointed by the
Ministry of Economic Development of Ukraine, under the
identification number UA.TR.101.Certificate of conformity to the
Technical regulations of medical devices Ne UA. 101.MD.6.0897-
21.00 dated 19.11.2021, valid until 18.11.2026 on ensuring the
Junctioning of the quality management system during the
production of medical devices in accordance with Annex 6 to the
Technical Regulations on medical devices.
Tepmin mii Jexitapanii npo
BIAMNOBIAHICTE Tlo 18.11.2026
The validity of the Declaration of  Till 18.11.2026
conformity

XEJIIT C.A. aexmapye BUKOHAHHS OCHOBHHUX BHUMOI 1[[0
TeXHiYHOTO PEemIaMEHTy ILIOA0 MEIUYHHX BUPOOIB, 3aTBEPIK Xk Lo aiff
Minictpis Ykpainu Big 02 sxostra 2013 p. Ne 753, XEJIIT C.A. r @& 110 3daish/ Brpo6u
BUTOTOBIICHI BIAMOBIAHO [0 TEXHIYHOI MOKYMEHTAI(l, 3a3Ha4yenol B\ M e efatka 8 10
TexniyHOro periamMeHTy IIOAO0 MEOUYHMUX BHpPOOIB, Ta BIANOBINAIOTH BHMOTaM TeXHIYHOTO
PEriaMetTy OO MEJIMYHUX BUPOOIB,

HELP S.A. declares the fulfillment of basic requirements for medical device according to the
Technical Regulations on medical devices approved by the Cabinet of Ministers of Ukraine Decree of 02
October 2013 No. 753. HELP S.A. guarantees that the medical devices are manufactured in accordance
with the technical documentation specified in paragraph 3 of Appendix 8 to the Technical Regulations on
Medical Devices and meet the requirements of the Technical Regulations on Medical Devices.

Page 2 of 3 Bepcia Jokymenty/Document Version: 2



The declaration is made under the responsibility of the manufacturer,

.1.

Micte supaui Avtika, I'peuis

Place of issue  Attiki, Greece
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Hata sunasi/nianncy 12.12.2022

Date of issuelsigning

Hazra nocaym, THB: Hpeupent 1a Uenepambauii
AuperTop CRadrenoc Jexxac

Fasition, Full name: Presidens & CEO, Fyangelos Zekkas
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JEKHAPALIL FPO BUTIOBUTHICTS Ne UATR7S301
- DECLARATION OF CONFORMITY No LATRIS30]

OOV IIGT BEMoram Texninuore

O PETIAMENTY WON0 MEANHHEN. msgmmﬁ Fral sarsepKennit

i_ﬁ%‘i;»*;ij-_-iﬁfi.(?ﬂf'ﬁO?EGEﬁ;%ii‘-"i“ﬁ-{ ry Minterpin Vepaiug sig 02 wmowws 2013 p. Ne 753
products i fhe requivemants of Techwical vegulation on medicol devices approv a}d Z:w:' the Décyee of the
Cabinet of AMinisters of Lioaine on 02 € Iofaber, 2013 under No. 7

HH"}H YV
Arprafacturer

Micue pupobuunisa
Meongfacturin g site

Hassa meppennro sapoby
Name of Medical deviee
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VHOBROBAKCHUN HPCRCTABHNK B

Vypaiun
4 fm;*r*?*s:mf Represenirtive I

piiine:
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RUIFOBLTROUTL
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CXEJIT CA
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JP

}{L E' a!wmf adns, L4452 Metameriosi Attifd, Greess

.:'u“.i e .r- IE f Ceu/%.
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Barinanmeui ¢ynosuropil 3 riaayporosoin KHoIores

-a«tu cuirarca®y .

Vagiwad sypposiiories w ik fé‘*i alironic aold s Revitay 3r)
Barhiaannuil refb 3 rEaYROROROI0 Ryersrow «Pepitaxes®
| ..ﬁ_ﬂ.’i%ﬂ.iﬁ}}s_

Vaginal geld with byaluronic acid s Revitaxa® pely

HOOTR ATOBO 10 -kM"ﬁf | m,zi}"’ i (}20 i.‘:’» P. \i‘:?*s}
class Ha o ff;w?g;w fo podnt 13 of Awwex: 2 of Technics al e w!mff;u*i

concerning medical devices uppraved by the Decree of 8 Ef"'( MIUF
cr 02,760,260 3? fo. 733

Tmmmw FBO 3 0GMONEROK BLTTORIRAILIETIO
«YHIBEPCAJBLHE AVEHTCTBRBO «IPO-DAPM A»
BY I ig@@@%ﬂfﬁzﬁ Gy 9, ndie 20, Kais, $3178, VE@B&FH;&
Limifed § h.;ﬁss’mﬁ{ fampay é” NIFERSAL AGENCY “PRO-
PHARMA

Pepe me:m“ff et ¥ ff;‘? ce 20, Kviv 8
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Fripme 1 16 Texuiusore periaMenRty U0uo MeIpysux
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i-Empc—ﬁzmami t:s}ﬁ 30083 IeUeHO. TIPOBEIENNE zspnmﬁvpﬁ
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{avecrar No 10174), pusragerny Mige REOHOMPOIRHTKY

Vipaium, 2a s“mmaff;pn{ WIHHEM HOMEPOM Lﬁ‘& TR.101.

Cepradinay BUIIOBLIHOCT g. ’E.-@-_ﬁﬁw‘_ﬂ_sm_ﬁfiy peraaMenTy

gzw ko menwsunx gupobin M UAI01.MDOH897-21.00
wig 19.11.2821 pawy, aie g0 18.11L.2026 powy.

Aevording o paragyapd 16 of the Technival Regulations for
Adpclioad I}wzcesr ff;t naking the conformity mork of the
miannfaciarer was  provided “‘fie procedure  of o :,esffmﬁ:ff}e*
AESESVINERE I Qo {Js*rfume with the Procedure fu}” vl contvol
f}f.f}zedwﬁﬁ devices, which is set out i Anwex 8 to the Technical
Regulations fir r‘lf}{ feal Devices appwoved by Resohwion I of
G2 3*} 20013 ?Vﬁ» PAR)

The con el I OSSERSIENT Prok cedure woy corried ont by the
cf};{ff:}} Y assessment fwg »af the Ukrainian St ave dAssaciation
POLITEREMED f’; aceredited &v the National decreditation
Agency of Ulraine {eertificate X 10174), appsé;‘}? wef by the
Misistry of _E;fm{;?fs‘tsiﬂi Development w‘ Tkraine, ander the

vy

-Esﬁésﬁfﬁ@ﬁ? ‘ffm ngith '{'..‘-t-*i -"'*‘"*P? -’--'(,i-;f'
devicer M Lfﬁf MF {3 M"‘?“ "’E HG ::;uf::?e HQ? *’i J‘,?f "f*ﬂffd
bl 18.4 f;f:“ s-},ﬁé;

a_s;,pmm a1 Hexiapandl npo

BIATORI LTS Ao 181120358

The validity of the Declaration of Tl $.11.2026

conformity

1111111

XEHIT CA. ACEIAPVE BUHKOHAHAY QUHOBHES BHMOT D00 MOIMIHOTD © BHPO a ¥ 3 fmﬁ(}'
Texmiynorn DPOIBEMEHTY MIORG MEHUWUHHXY BHPOHIS, 3aTBeIBReROrs HooTaHoRery }aam]:ian
\‘I;mmpm Vicpufoon sig 02 wonran 2013 p. Ne 753,

HELP S.A declaves the fulfillmens of basic requivements for medical device vccor fing fo the
Feplmicgl f{eg dations on medical devices approved by the e 3}“}@3 of Ministers of {?}’ gime Decres of 43
Cctaber 2003 No. 753

Aexnapsis coimaewa uis sioBiTaEiets pEpodRuKRY,

Tfi(-?:;{’ffﬁfﬁff fa,??? IS H ?-C?{if{%--;iﬂﬁ?gﬁ“ ;g-,s e re, *-, ?}{ E1 S ;f}g i f; {*f {;f? T;gg}‘?yj{;{?;f{;{# .

Maote suaas Attire, penis Hara ssmavidminaey 22.11.2021
Plave of ivvwe Attiki, Grepee LDhate of issuedsigning

Tiarme voossessesnt ocobin Hassa novaan, 1B

T Lol e T wly S i s S e i e e o L

_‘;zgifmw of Authorized Heron Positior, Fali sene

Fresidenr & CEQ Evangeloy Fekkas
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