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.
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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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Page 3 of 3

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

Bepeia Jowysenry/Document Version: 2
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JIEKJIAPALUS TIPO BUTHOBUIHICTE Me UATR75301
| DECLARATION QF CONFORMITY No UATR75301

npoyrudl samoray Texaivgoro PEFTAMERTY TONO MeHIHIX Bupodin, gxuil 3aTREPIKEHIH
noctadorory Kadbmery Mintcrpin Yipatuu sig 02 mostas 2013 p, Ne 753

products fo the requirements of Tec hnical regulation on medical devices approved by the Decree of the
Cabinet of Ministers of Ularaine on 02 October, 2013 under No. 733

Bupobuux XEJIE CA,
Manufacturer Bya. Banaopiroy, 10, 144 82 Mer amopdosic Avrica, Upeuin
' HELP §.4.
10, Valaoritou str.,, 14452 Metamorfosi Aitiki, Greece

Micie pupoSrunTea KB C.A.

Menufucturing site Meximi loanninon, 45500 loannina, U'penis
HELP S.A
Pedini loanninon, 43500 loanning, Greece

Hazspa memanoro supoly Barinaasui cynosuropii 3 riaayponoBow KHLIHOTC
Name of Medical device «Pepitarca®n

Vaginal SUppOaSHor jes with hvaluronic acld « Revitaxa®»

Barinaasuuil resib 3 FaaypoHoBoie RucioTow «(Pepivarca®
R“Q.’H}}}s

Vaginal gel with hyaluronic acid « Revitoxa® gely

Kracudixanis 3a3Hauennx. wiaae Wa srinmo 3 nyuaxrom 13 ) lonarxy 2 Texmiunoro
MEIFHHNR BEPOGIS!  PErNaMEHTY IHOJO MeJUYHEX Bupobis, siul sarRepioKkes it
Medicdd devices classification: nocTanoesoo KMY sin 02,10.2013 P. Ne 753

class Hla, according to point 13 of Annex 2 of Technical i egulation

COHCEFRINgG medzcaf dewce,a approved by the Decree of the CMU
on 02.10.2013 No. 75

'_Vuaﬁﬁoﬁaﬁiemiﬁ HpeACTaBHEK B ToBapuerso 3 ohmMexenowo pianopiaaneiuicre
Yrpaini «YHIBEPCAJVIHHE ATEHTCTBO «HIPO-DAPMA»
.43:&?0}*3 zee] Representative i syt Nepestors, 6y 9, ﬁNEMC 20, Kuis, 03176, Vpatua

Ulraine: Limited Liability Company "“UNIVE RSAL AGENCY “PRO-
PHARMA”

Peremogy street, 9, office 20, Kyiv 03170, Ukraine

Ilpounenypa omupre  3rixmo 1 16 Texpiynoro persaMenty Logo Mf;“"iﬁ YHEX
BIATTOBIIHOCTI! BHPOOIE, AN MAPKYBAHHA — 3HAKOM  BLILIOBIHHOCTI
Conformity Assessment Procedure: BI«ipGﬁHI}IEGM Oyﬂa 3a0e3MeYeHO TPOBEICHHS ApOUEaYpH
OIHKY BixnoRiHocTi Bixnonixuo xo Topgaxy snilicuenns
BHYTPIIIHEOTO  KOHTPOMKY  BEPOOHWIITBA  MENHUHHX
rupolis, axui surnageso B Joparxky 8 po Texmiusoro
PEMVIAMEHTY LIOA0 MEIMYHHX BHPOUIR, 3IATBEPIIEHOTO
sarepmxenui nocranosoo KMY pix 02.10.2013 p. Ne 753,

pr)uempy __-OB;'iBZKH BUTTOBLIHOCTT TIPORENEHD OPragoM 3
OWIHKM  BimOBiEHOCTI JepmasriyM  yRpalHCBKIM
ob’enmannay «HOMTEXMER»,  axpeauropammu
Hamonaneaum  aredTCTBoM 3 akpeguraml  Vxpaldng

Bepem Hoxymenty/Document Version: |



(arecrat Ne 101 74) TPHIHAYSHHM E\fmmmm}xipozﬁm"w
E’z{pdizm 34 maﬂﬁfzq}umun HHM }IQ\{E‘p{)W U A ER 101

m;@;m wmﬁqmﬁ Bmgmm Nﬂ UA m %‘ED 6 @89%21 %
B 19112021 powy, aie no 18.11.2026 poxy.

According to paragraph 16 of the Technical RP}?HMHW?& For
Medical Devices, for mar king the conformity wmark of the
manyfacturer was  provided the procedure of  conformity
assessingnt in accordance with the Procedure for internal control
of medical devices, which is set out in dnuex 8 fo the Technical

Regulations for 2 {edzr*a! Devices approved by Resolution 1 of
02.10. 2083 Ne 753

The confor Y assessment procedure was cavried out by the
conformity assessment body of the Ukvainian State Association
“POLITEKHMED” . accredited by the Notional Accreditation
Agency of Ukraine (ceriificate No 10174) ), appointed by the
Ministry of Economic Development of Ulraine, wnder the
identification number U4. TR J0{.

Certificate of caﬁfmmnj to the Technical vegulations of medical
devices Ne UA.101.MD.6.0897-21.00 auf@.a.! 19712021, vadid
wndil 18.11.2026,

Tepmin git Jexmnapanii mpo

BUIHORIBHICTE Ho 18.11.2026
The validity of the Declavation of  Till 18.11. 2026
conformity

XEJT CA. JEKNAPYE BHKOHAHHSA OCHOBHHX BHMOT HIOZ0 MEXHYHOIO BHpoOy 3rimuo
TexHiMHOTO peryaMeHTy WHOIO MERHUYHHX RHPOGIB, 3arBepmxenoro locranorow Kabimery

.XfI_iﬂmrpib Vi hpau{tfz 31,1 G”’ HOBTHA .C:.(}}-’% p ,.a\ﬂ: ?S’%.

Teo hmcﬂf f{egmf z‘mn,s O ?m?dm(rf rfewcsﬂ? P pp!‘mwf an ﬁ?e Cdbg}?c?z‘ Qf ?if}fzf?fﬁ,s of E?{? aine Di"(‘f 2 fy’" f):"-
Octaber 305..4 f\i} 753,

Jernapauis exinagena uig signosizamsnicrs BHDOOREKS,
The declaration is made under the responstbility of the manyfacturer.

Micne suaasi Arrika, [penis Hara punayi/miarmcy 22.11.2021
Place of issue Attiki, Greece Date qf issue/signing
Hiamee yrosHesaeHoT 0cobn Haspa niocann, THH
-Srgnamr e-of Authorized pe EPROPT Position, Full naune
kY President & CEOQ Evangelos Zekkas
s g s L‘k\&:«:
Pape 2 0f2 Bepeig Hoxymenty/Document Version:
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