Jexnapanisi cknagena nia BianoeigaasHicTs BupobunKa,
The declaration is made under the responsibility of the manufacturer.

Micue Bupaui Atrika, I'penisa
Place of issue  Attiki, Greece

[Mjarue ynorHOBaskeHOT deobu

Ergnanrge‘@% d perso,
J Qr

I

Og!;ﬂ'bk)a?-

YT WO

Page 3 0of 3
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AnpexTop CraHrenoc 3ekkac

Puosition, Full neme: President & CEQ, Evangelos Zekkas

Bepcis Hoxymenty/Document Version: 2



XEHNI C.A.
Ceprudgixar signoeinaocti GMP zns Xenn: 97350/ 13-8-2024; Ceprudixar
EN I8013485:2016
Migcnesnaxomrenna: Bya. Banaopirey, 10, 14452 Meramopdosic Artika, h @I
Ipenis
Ten.: +30210-2815353, 2843479 pharnaceuticals
Micne supobmmimea; Tienini Toanisos, 45500 Toaing, Tpenis we con
Ten.: +3026510-92054, 92143
BLAALA KOHTPOJIH AKOCTI
CEPTHRIKAT AHAJHIY

Hara: 26/11/2024 Bumymieso Iiepesipeno:

J. TiapniMapac E. TcaGonatiagy / 1. biza
Kog: 2.20.0593.13 3aTBepIKEHO! Ha samizty:

B. Haxoy 2.20,0593.12
Tipoaykr: Bartaameui cymozaTopil 2 riaaypoaoBok0 KHCAoToW «PEBITAKCA®»
Hapria Ne: 593134 Hara supobn.:  2024/11

Buroprcrata go: 2027/11
Cepradixar ripnosimoeeti: UAL0L.MD.6.0897-21.00 Tepmin ail Ao 18/11/2026

Poamip mapril: 10000 xop.
Posmip ymaxorxs; Br? 10 sarigansBuX cynozATOpiiB

Bnactreocti Crenadircanii PesvianTaT!
Omue Barinansei cymosuTtopii Big Ginoro £o Bimmosiaac
Maiixe 6ioro KOnsoPY
InenTudiranis Hozurueant IR Flo3MTHEHRII
Anvrepaaiesgii: BEPX
Kinsxicne BH3HavcHEA Tiazyponora xuciora: 90,0-110,0% 102,0
OmnopiapicTs Biauorifzo no Esp. Dapm. (2.9.40) Bipnorinae
NO30BAHAX OHHHIE
Cepenrg ara 2,0r+5%(1,90-2,i01) 2,0
Poznag Makc. 30,0 xB. 15,0
MikpoGiororivei SaransHa KiTEKICTE MIKPOOPTaHizMiB: <10
ACCTIAREHAS make. 10° KYO/r
Zaransta KinbKicTs APORKIB T2 <10
nnicescenx rprbir: Maxe 160! KYO/ir
Pseudomonas aeruginosa. BIACYTHICTH/T Bipeyrsi
Staphylecoccus aunreus: BIRCYTHICTH/T BigeyTai
Candida albicans: elgcyTBICTR/T BigcytHi
Ymosy 36epirinna f TRaHCNOPTYEAHHA: 6 3AXMILEHOMY s A ena TenAa micul RpM

TernepaTypi He auue 25°C A s
el niaTeepasyio, wo HaséiieHa ere iHGOPMaLH aB’i‘@ﬁ‘Ih')H}Ol LN . LIa napTia npomyxTy 6yAa
BMPOBACHE/BUFCTORAEHA, BRAIGHAOMM NAKYBAHHA g mpgbqi}nm ", °‘_ A3HAYCHNX ATABHULAX Y

noeHid sigrosigrocti 3 EN ISO 13485:2016»

" \ /{ |._ .‘f
Hava aHanizy/euaycky: 19.11.2024 / 19.11.2024 Qm*
2 \\,_\\' b
YaosHoBa¥eHa ocoba 3 eunycky Napvin: Sl o g

lownia Biza (YnorHoeaxeHa ocoba):

MANNE creeermrsarrrerrnees 38T2:20.11.2024



Ouinka Ta cxpameHHs 3a0e3neYeHHs (YHKIIOHYBAHHS
CHCTEMH YIpPaBMiHHSA HKICTIO MiJ Yac BHpOOHHLTBA
MeAHUHUX BHpoOIiR 3riHo 3 Honarkom 6 no TexuigHoro
pernaMeHTy LIOA0 MEIUYHHX BHPOOIB, 3aTBEP/KEHOTO
3aTBepxeHuii noctanoso KMV Big 02.10.2013 p. Ne 753
Oyla mOpoBedeHA OPraHOM 3  OWIHKH  BIANOBIAHOCTI
HMepmaBHuM YKPaiHCbKHM 00’ €THAHHAM
JIOJITEXME/», axpemutoBanuM  HauioHameHUM
areHTCTBOM 3 aKpeauTalii YxpaiHu (atecrar Ne 10174),
OpU3HAUCHAM  MIHEKOHOMpPO3BHTKY — YKpaiHM, 3a
igenTH(iKaiitHuM  Homepom UA.TR.101. Ceprudikar
pigmoBigHocTi  TexmiunoMy  pernamenty — mogo
meanyaux Bupodis Ne UA.101.MD.6.0897-21.00 Bin
19.11.2021 poky, aie ao 18.11.2026 poky moao
3a0e3nedeHHs (GYHKIIOHYBAHHS CHCTEMH YNPABJIHHS
AKICTIO Nifg 4ac BUPOOHHUTBA MeIHYHHX BUPOOGIB 3rigHo
3 Jomatkom 6 nxo Texuiumore perjgaMeHTy W00
MeANYHHX 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
assessment in accordance with the Procedure for internal control
of medical devices, which is set out in Armex 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 Ne 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
functioning of e gualirwanagement system during the

Tepmin ail Aexnapanii npo

i RITOB THICTE Mo 18.1 .}.u,,_'. "'Ea ,UiM \'es
. c:‘/ o]

The validity of the Declaration of ~ Till 18,11,
conformity

TexHivHOro peraaMeHTy MO0 MEJUYHHX BUPO faafnaﬂb weénoro [locranopoio Kabinery
MinicTpiB Yipaiuu Bif 02 xostHa 2013 p. Ne 753, XEJII C.A. rapantye, mo Meanudi BUpotu
BATOTOBJICHI BIMOBIAHO A0 TEeXHIYHO! AOKyMeHTamii, 3askauenol B myHxTi 3 momatka 8 mo
Texmiynoro permaMeHTY INOAC MEJHYHHX BHpOOIB, Ta BIANOBIAAKOTL BUMOraMm TeXHIYHOrO
peraaMeHTy LIoAo MEANYHHUX BUPODIB.

HELP SA. 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 Bepcis Hokymenty/Document Version: 2



HEKJIAPALIA ITPO BIAMOBIAHICTE Ne UATR75301
DECLARATION OF CONFORMITY No UATR75301
MpoAyKLil BUMOraM TeXHI9HOro pernaMeHTy Moo MeIHYHUX BUPOGiB, SKuit 3aTBePKEHHI
nocraHoBoto Kabinety Minictpin Vkpaiku Big 02 sxoeras 2013 p. Ne 753

producis 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

BupoOunk
Manufacturer

Micue BUpoOHuIITBA
Manufacturing site

Ha3sa Meauutoro Bupo6y
Nanie of Medical device

Knacudikaris sazHageHnx
MEAHYHUX BHPOOIB;

Medical devices classification:

XEJII C.A.

By Banaopiroy, 10, 144 52 Metamopdosic Arrika, I'penin
HELP S A.
10, Valaoritou str., 14452 Metamorfosi Attiki, Greece

XEJII C.A,

Ienini loanHinon, 45500 loannina, I'penis
HELP S A.

Pedini Toanninon, 45500 Ioannina, Greece

Barinaabmi cynmosutopii 3 riagyponosoio kucaotorw
«PesiTakca®»

Vaginal suppositories with hyaluronic acid «Revitaxa®y
BarinajbHnii reas 3 riasyponoeoro knenotow «Pepitaxea®
refib»/

Vaginal gel with hyaluronic acid « Revitaxa® gel»

kiaac Ila 3rigpo 3 nymxrom 13 Jlomarky 2 Texniunoro
PETNAMENTY LIOA0 MEMYHHX BHPODIB, AKuil 3aTBepIKeHuil
nocraropoto KMY Bin 02.10.2013 p. Ne 753

class Ha, according to point 13 of Annex 2 of Technical regulation

concerning nedical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

YnoBHoBaXeHHH NpencTaBHIK B ToBapHETBO 3 06MekeH010 BIINOBIAATLHICTIO

YkpaiHui:
Authorized Representative in
Ukraine:

«YHIBEPCAJIBHE ATEHTCTBO «IIPO-DAPMA»
ByJ1. [lepemoru, 6yn. 9, odic 20, Kuis, 03170, Vkpaiua
Limited Liability Company “UNIVERSAL AGENCY “PRO-
PHARMA”

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

Iiponeaypa OIHKH 3rigHo . 16 TexHIYHOro pernaMeHTy INOJ0 MEIHYHHX

BiAHOBLIHOCTI;

Conformity Assessment Procedure:

Page 1 of 3

MapKyBaHHSI 3HAKOM  BifIOBiTHOCTI
3{:16631'!6'-ICHO HpOBeI[eHHH IpoLERypH

HHS BHyTpll.LIHbOI“O KOHTPOITIO
.qHHx BHpOGIB, SKHH BHKNAACHO B
iYHOTO periiaMeHTy MOA0 MEAUYHHX
JYEHOTO 3aTBepUKeHnUit ioeTanoBoK KMY
p. Ne 753 y noepmanHi 3 mpoueayporo
?ﬁﬁemeqenﬂﬂ (GyHKUIOHYBaHHA  cHCTeMH
ynpaBmHHﬂ AKICTIO Wi 4Yac BHPOOHMUTBA MEIHUYHHUX
BUpobiB, Axui Buktageno B JogaTky 6 o Texmiumoro
PETMaMenTy MOA0 MEAMYHMX BHPOGIB, 3aTBEpIKEHOrO
3aTBepKeHuH mocranosoro KMY Bin 02.10.2013 p. Ne 753.

Bepcia okymenty/Document Version: 2




i - '
&3 Monitex(Men
MIHICTEPCTBO OXOPOHHU 3TOPOB'SE YVKPATHHM
JIEPKABHE VKPATHCBKE OB €JIHAHHS «TTOJITEXMEI»
Opran 3 ouUilKH BUITOBLIHOCTI
Ministry of Health of Ukraine
UKRAINIAN STATE ASSOCIATION USA « POLITEKHIMED»
Conformine assessment body

UA.TR. 101

Ne 002165

CEPTHOIKAT BIATIOBIIHOCTI
Certificate of Conformity
Ne UA101.MD.6.0897-21.00
Hara peecpairii 19.11.2021 p.
Tepmin aii no 18.11.2026 p.

Opoayeuin Barinaabni cynosuTopil 3 rianyporosor krciaotom «Pepivakca®s/ Vaginal
Products suppositorices with hyaluronic acid «Revitaxa®» ,
Barinanenuii reas 3 riasyponoBoso kacaoTow «Pesitakca® resy/ Vaginal gel with
hyaluronic acid «Revitaxa® gel»
Knac BupoGy(in) Ha

Produci(s) cluss

Bianoeiaac pumoram

TeXBIMHOrO periaMeHTy IGJ0 MEAHTARY BHpobiR,
Comply with the -

3a1Bepaskenoro HNocranorow KMY sin 2 sxobTHs 2013 p. Ng 753 2

require_gn,ents e ™ e
BupoSu CHELPSA, e
Manufacturer 10, Valaoritou str{;--] 4.;452.,_Metam0rfp'si Autiki, Greece .,

Micne Bapo6AuITBS

HELP S.A.

Muanyfacturing sites Pedini Joanninon, 43500 loannina, Greece
YnopRoBR#wKENHH Tosapncrio 3 ofimexenoio sianosinaapmicTio «YHIBEPCAJBHE ATEHTCTRO

«[TPO-PAPMA»
Byn. Hepemorn, 6ya. 9, ohic 20, Kuig, 03170, Ykpaina
CHPTIOY: 34414427

NPLICTABHAK B YKpaini
Authorized represenigiive
in Ukraine

Ceprudixar paganuii

Opranom 3 oninkm Bianosiznocti Xepscannoro ykpaincrxkoro 06’ cananns
Certificate is issued by

«ITOJITEXME/L» (O0B 1YO IIOJATEXME»)

Ouinky ta cxsamenus 3abeanedenHs (yHKUIOHYRAHHA CHCTEMH YTPABRIIHAL AKICTIO Iid uac
BHDOOHHULTBZ MeIWYHMX BHPGGiB ariado 3 [logatkoM 6 go TexHigHoro PEEIaMEeHTY DIOM0
METH4KUX BupoGin. Pillenis mono Hanakus ceprudiramii sia 19.11.2021 p.

Ha nijcrasi
On the grounds of

Harnaa wa cxpaneqoro MOIOTPABRIMHA AKICTIO AAIACHIOCTRCA 3
TepioANYHICTIO ]

P. .Kaﬁ_'-'l'"a.lsliéis"f' Y

Gidmic MILZ 77
Fenepaisnuil ppertop
AV O «[OATTEXMEI»
Kepisnuk Oprany 2 owisky Bianosianocri
YO «TONTEXME J1»

Opeas 4 aniRsn sgmosenoct L, IY0 «HOTHTEXME e, w1 Maseun, 10, s Kaiw QVO10. Yupaina, €PHOY 14382285 T om: - 38i0dd) 4856407,
tnenimihiraeriitin i soneep UATR. 101

Alecidad npy ;ucpu.:m pio Haosd nioro arcHicTea 3 akpemrraint Y epaitn No 10 74,

uinnicrn cept sttnany BUNOBEAIONT kb Uepelipiss s Peocrpic biup: www puliekhmed.




[ XEJITI C.A.

EN 1SO13485:2016

Ipeuis

Ceprudikar BiINOBigHOCTI GMP nuns Xenm: 97350/13-8-2024; Ceprrdixat

Micuesnaxopkenns: Byl1. Banaopitoy, 10, 14452 Metamopdosic ATTixa,

Ten.: +30210-2815353, 2843479
Micue supobnumrsa: Ienini loaniron, 45500 Toanina, I'petisa
Ten.: +3026510-92054, 92143

helo

pharmoceuticols

BIJUILJI KOHTPOJITO SIKOCTI

CEPTHUOIKAT AHAJI3Y
Jlara: 20/11/2024 BunyiieHo TlepesipeHo:
I TianHimMapac E. Tcabonatinoy / I. bisa
Kom: 2.20.0593.13 3aTBepHKEHO: Ha 3aminy:
B. Hakoy 2.20.0593.12

Mapria Ne: 593015

TTpoxyxT: BarinajbHi cynozuTopii 3 riajtyp

Pozmip maptii: 10000 xop.
Poamip yraxosku: ¥10 sariHaibHUX CyTO3UTOPIiB

ononoio kucioroio «<PEBITAKCA®»
JlaTa BHPOOH.:
Buxopucratu 10: 2028/01
Ceprudpikat BILITOBIAHOCTI: UA.101.MD.6.0897-21.00  Tepwmin aii 10: 18/11/2026

2025/01

Baactusocri Cnenudiranii Pe3yabTaTi

Omnuc BarinansHi cynosurtopii Bift 6i10ro 10 Biamosigae
Maiixe 61J10T0 KOITBOopY

InenTudikaris Tosutusauit IR [To3UTHBHUM
AnvrepHarusHiit: BEPX

KinpkicHe BU3HAUEHHS TayrypoHOBa KHCIIOTA! 90,0-110,0% 101,6

OnHOpPIAHICTD Bixrosinro no Esp. ®apm. (2.9.40) Binmosinae

J030BAHHUX OJMHUIb

Cepenns Bara 2,0+ 5% (1,90-2,10 T) 2,0

Po3snan Make. 30,0 xB. 12,0

MikpoGiosoridmi JarabHa KiTbKICTh MIKpOOpPraHisMiB: <10

JOCIT KEHHS! makc. 102 KYO/r
3aranbHa KilbKicTb APDKIKIB T2 <10
ricenesux rpuGis: maxe 10' KYO/T
Pseudomonds aeruginosa; BiACyTHICTB/T BincyThi
Staphylococcus aureus: BiACYTHICTB/T BincyTHi
Candida albicans: BIACYTHICTB/T BincyTHi

YmoBsu 36epiraHHa / TPaHCNOPTYBaHHA: B 3axuMLLEeHOMY Bifl CBITAA Ta AXkepen Tenna micui npu

TemnepaTypi He suwe 25°C

«Llum nigreepayto, Lo HaseAeHa Bulle iHGOPMaLLiA € aBTEHTUHHOIO Ta TouHoto. Ua napTia NpoayKTy byna
supobieHa/BUrOTOB/IEHE, BKNOHAKOUM NaKyBaHHA Ta KOHTPO/b QKOCTI Ha BULLLE3a3HaueHuX AiNbHULAXY

nosHil BignosiaHocti 3 EN ISO 13485:2016»
[laTa aHanizy/sunycky: 28.01.2025 / 28.01.2025
VnosHoBaeHa ocoba 3 BUNYCKY naprii:

jotonia bisa (YnosHoBaXeHa ocoba):

MHANMUC v [NaTa:29.01.2025

Ay o ™ Sat

n ¥ O uolg“



HELP S.A.

Certificate of GMP compliance of Help : 97350/13-8-2024; C ertificate EN 180 13485:2016

(‘\*

Offices: 10, Valaoritou str, 144 52 Metamorp shosi Attiki, GREECE

Tel: + 30210-2815353, 2843479
Gite address: Pedini loanninon, 45500 ¢

Tel.: 51 2143

yannina, GREECE

#30265 1092054, 9

N

el

phun‘ﬂ(‘)( eulico

QUALITY CONTROL DEPART ’VILN T

CERTIFICATE OF ANALYSIS

DATE - 20/11/2024 ISSUED BY

D. GIANNIMARAS

CHECKED BY
B TSABOLATIDOU /1. BIZA

CODE: 2.20.0593.13 ATPROVED BY

V. NAKOU

REPLACES
2.20.0593.12

Product : Vaginal sup positories with hyaluronic acid «REVITAXA®»

Batch No: 593015

Certificate of Conformity UA.10LMTDL6.0897-21.00 Valid until: 18/11/2026

Batch Size: 10.000 boxes

Package Size: Bre10 vaginal suppositories

Mnf. Date ;. 2025/01
Exp. Date : 2025/01

PROPERTIES SPECIFICATIONS

RESULTS

White to off-white

vaginal suppositorie

ositive by IR

Flyaluronic acid 1 90.0

SRATION

DISINTEG

max 1L)

mmt

Complics

Peoysitive

Candida albicans » absence / g

Absence

Absence

STORAGE/ TRANSPORTATION CONIHTIONS : Kegp away from light and heat and at

authentic and accurate.”

a temperature not more than 25°C

"] hereby certify that the above information is

including packaging and qua

Date of analysis/ release: 28,01.2025 /28

lity control at the above mentt

I'his batch of product has

ioned sites in full compliance w ith Ef

12025

been fabricated /manufactured d,
N (GO 13485:2016"




JAEKJIAPALIA ITPO BIJIITOBIJIHICTD Ne UATR75301
DECLARATION OF CONFORMITY No UATR75301
npoaykuii BuMoram TeXHIYHOrO pernaMenTy o0 MEIHUHEX BHPOOIB, AKHIi 3aTBEP/KEHHLH
noctaHogoto Kadinery Minictpis Vipainu Bix 02 sxorTra 2013 p. Ne 753
products 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

BupoOHuk
Manufacturer

Micue BupoGHunTRa
Manufacturing site

Ha3zpa meuuroro BipoGy
Name of Medical device

Krnacudikanis 3azHauennx
MEIUYHUX BUPOOIB:
Medical devices classification:

VIIOBHOBaXXEHUH MPEICTABHHK B
Ykpaini:

Authorized Representative in
Ukraine:

[poueaypa OHIHKH
BIJIITOBIAHOCTI:

Conformity Assessment Procedure:

Page 1 of 3

XEJIII C.A.

ByJ1. Banaopiroy, 10, 144 52 Meramopdozic Arrika, I'penist
HELP S.A,

10, Valaoritou str., 14452 Metamorfosi Attiki, Greece

XEJIII C.A.

Henini loanninon, 45500 loaunina, I'pertis
HELP S.A.

Pedini loanninon, 45500 loannina, Greece

Barinanbmi cynosuropii 3 riamyporosor kucioromn
«PesBiTakca®»

Vaginal suppositories with hyaluronic acid « Revitaxa®y
Barinanesuuii res 3 rianyponoBoio kncsnoroio «Pepitaxca®
reab»/

Vaginal gel with hyaluronic acid «Revitaxa® gely

kimac Ia srigso 3 myrxroM 13 Jlomarky 2 Texwiusoro
PEriamMenTy ON0 MEAUYHHX BUPOOIB, SKUil 3aTBEpIKESHUIH
nocrarnosoro KMY Bix 02.10.2013 p. Ne 753

class la, according to point 13 of Annex 2 of Technical regulation
concerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

ToBapucTBO 3 06MeKEH0I0 BignOBiZAIBHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «(IIPO-®APMA»
By Ilepemorn, Gya. 9, odic 20, Kuis, 03170, Ykpaina
Limited Liability Company “UNIVERSAL AGENCY “PRO-
PHARMA”

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

3rigpo 1. 16 Texuiunoro permaMeHTy MO0 MEIHYHHX
BHPOOiB, JUII MapKyBaHHS 3HAKOM  Bi(IOBIJHOCTI
BHPOOHHKOM OyJio 3a0€3IedeHO IPOBENEHHS MPOLE/ypH
OLIHKH BiIMOBIAHOCTI BIAIIOBIIHO JO:

Hopsinky ~ 3ificHeHHA  BHYTDIIHBOrO  KOHTDOIIO
BHPOOHHUIITBA MEHUYHHX BHPOOIB, SKUH BHKIALEHO B
Hoparky 8 no TexHi4HOTO pernameHTy OO0 METUIHHX
BUPOOiB, 3aTBEP/UKEHOTO 3aTBEPKEHNUI TocTanoBoio KMY
Big 02.10.2013 p. Ne 753 y wnoepmanni 3 mpormeayporo
Iopsnky  3abesmeucHHss  (GyHKIIOHYBaHHS — CHCTEMH
YOPaBIiHHA SKICTIO I 4Wac BHPOOHHITBA MEIHYHHX
BUpoOiB, sikuit BuKnazero B Jlojgatky 6 o TexmigHoro
PETTIAMEHTY IIO/I0 MEIMYHUX BHPOOIB, 3aTBEPIKECHOTO
3aTBepUKeHnH nocranoBoro KMV Bin 02.10.2013 p. Ne 753.

Bepcia Joxymenty/Document Version: 2




Tepwmin gii Jexapanii npo
BiATIOBiAHICTE

The validity of the Declaration of
conformity

Oninka Tta cxBaldeHHs 3a0e3redyeHHs] (YHKIIOHYBaHHS
CHCTEMM YIPaBIiHHS SKICTIO MHJ dYac BHPOOHUITBA
MeaugHuX BUpPoOiB 3rimHo 3 Homatkom 6 jo Texuiunoro
pErJIaMeHTy IIOAO0 MEIHYHHX BHPOOIB, 3aTBEPIKEHOTO
3aTBepAKeHu mocranoBoro KMY Bij 02.10.2013 p. Ne 753
Oynma 1poBeneHAa OpPraHoM 3 OLIHKA  BiIIOBITHOCTI
JepsxxaBHIM yKpaiHCHbKHM 00’ eIHAHHSIM
«JIOJUTEXME», axpemuroBanuM  HarnioHaTbHEM
areHTCTBOM 3 akpenuranii Ykpainm (arectar Ne 10174),
mpu3HaYeHAM  MIiHEeKOHOMpPO3BHTKY  YKpaiHH,  3a
inentadikamiinum HomMepom UA.TR.101. Ceprudikar
BinmosigHoceri  TexHiuHoMy  perjiamMeHty  I(oao
meauuHux BupoOiB Ne UA.101.MD.6.0897-21.00 mix
19.11.2021 poky, pnie go 18.11.2026 poky moao
3abe3neveHHs] (PYHKIIOHYBaHHSI CHCTEMH YIPABJIHHSI
SIKICTIO MijT Yac BUPOOHUIITBA METHYHUX BHPOOIB 3riqHo
3 Jomarkom 6 pxo TexHiuHoro perjJaMeHTy MO0
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
assessment 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 733.

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 Ne 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 No UA. 101.MD.6.0897-
21.00 dated 19.11.2021, valid until 18.11.2026 on ensuring the
functioning of the quality management system during the
production of medical devices in accordance with Annex 6 to the
Technical Regulations on medical devices.

Ho 18.11.2026
Till 18.11.2026

XEJIT C.A. nexiapye BUKOHAHHS OCHOBHHX BHMOT ITOAO MEIUYHOTO BHUPOOY 3TiIHO
TexHIYHOTO perIaMeHTy IMOJI0 MeAUYHUX BHUpPOOiB, 3arBep/ukeHoro I[loctamoBoro Kabinery
Minictpie Yipaind Big 02 xoBtHsa 2013 p. No 753, XEJITT C.A. rapanTtye, 1o MeIHYHI BHPOOH
BHTOTOBJICHI BIANOBIAHO IO TEXHIYHOI JOKYyMEHTAIlii, 3a3Hadenol B IyHKTI 3 momatka 8 1o
TexHIYHOTO perjaMeHTy INOAO0 MEeAMYHMX BHPOOIB, Ta BIANOBIJAIOTE BAMOTaM TeXHIYHOTrO
peryiaMeHTy HIONO MEAMIHHX 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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HMewnapauin exnagena nig sinnorinansuicrs supotonxa.
The declaration is made under the responsibility of the manufacturer.

Hara sunaui/nianucy 12.12.2022

Micue supawi Arrika, [peniis
Date of issuelsigring

Place of fssue  Attiki, Greece
Auperrop Cranrenoc 3exkac
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JEKIAPALL HPO BIAHOBUTHICTD Ne UATR75301
DECLARATION QF CONFORMITY No UATR7?I301
apoiyxuii BEMoraM TexHIYHOTO PerIaMenTy WOoH0 MeXHIHNX BHpodis, SKuil 3aTReDIKEHIH
nocragoroiy Kabinery Minictpin Vepaiuu six 02 mostas 2013 p. Ne 753
products to the requirements of Techmical vegulation on medical devices approved by the Decree of the
Cabinet of Ministers of Uleaing on 02 October, 2013 under No. 733

Bupobuuk XEJII CA.
Marfacturer pya. Banaopiroy, 18, 144 82 Meramopdiosic Avrixa, Vpenin

HELFP 8 4.
10, Valaoritou siv., 14432 Metamorfosi Altiki, Greece

Micne supoSHunTea XEII C.A.
Manufacturing site Heniwi loarmrinon, 45500 loannina, 'penis
HELP 8.4

Pedini lognninor, 43500 loanning, Greece

Haspa megpanoro rupody Barinaasui cynosuropii 2 riaaypoHoBow KULIOTO
Name of Medical device «Penitarca®»

Vaginal suppositories with hyvaluronic ocid « Revitaxa®y
Barigaasuuil resib 3 riaxypoRoBore Rucnorow «Pesiranca®
reqann/

Vaginal gel with hyaluronic acid «Revitaxa® gely

Kaacudixarig saznagennx waae Ia sriggo 3 nyaxrom 13 Hoparxy 2 Texuiuworo
MEITHHES BUpoGis: PErTAMEHTY THOJ0 MEIMYHIX BUpOGIs, sicuit sarreppKrenui
Medicad devices classification: nocranoso KMV sig 02.10.2013 p. Ne 753

class Ila, according to point 13 of Annex 2 of Technical regulation
corcerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

YnospopaxeHult npeicTaBHEK B ToBAPHETRO 3 0HMEKEN0I0 BIANOBIAATLHICTIO

Vipaiui: «YHIBEPCAJVILHE ATEHTCTBO «lIPO-DAPMA»

Auithorized Represeniative in sy Wepemorw, by, 9, odie 20, Kuis, #3170, Vipalaa

Ukraine: Limited Liahility Company “"UNIVERSAL AGENCY “PRO-
PHARMA™

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

Hponenypa omukn  3rivuo 1 16 TexHiYHOro pPermaMeHTy MO0 METHYHUX
BIATIOBIAHOCTI: pupoDIB, AN MAPKYBAHHA  3HAKOM  BIAHOBIMHOCTI

Conformity Assessment Procedure;  pupobuuxoM Oyno safesnedeHo NUpORSHEHHS MPOLERYVPH
OTIHKH BiATORLoCT! Bixmonizwo fo [opauky spittcuerns
BHYTPIIHEOTO  KOHTPOMIO  BHPOOHMIITBA  MEIHIHHX
pupodis, axul Buxnaneno B Moparxy 8 mo Texmiumoro
PETIAMEHTY IHOAC MEIMUHWX BUPOGIR, 3aTBEDILECHOTO
zarpeprxennit nocranosoo KMY sig 02.10.2013 p. Ne 753,

Hponenypy OMIBKH BITTTOBIMHOCT! TTPOBEHEHD OPragoM 3
oKy  Biamopiagocti  JepmasmmM  yRpalHeBKEM
o’ enmamnay  «HIOJUTEXMER»,  axpenurosammu
Hamgoraneaum  arentersoM 3 akpeawtanll  Yxpalum

Page 1 of 2 Bepeis Joxymenty/Document Version: |




(arecrar Ne 10174), npusnavesny MineKoHOMPO3BRHTLY
Vipaiu, 33 inentadixani fines nomepor UA. TR.101.
Ceprudixay sinmopiguecri Texniumomy permamenty
moxe meamgHuX Bupodin XN UA101.MD.6.0897-21.00
sin 19.11.2021 poxy, aic me 18.11.2026 poxy.

decording to paragraph 16 of the Technical Regulations for
Medical Devices, for marking the conformity meark of the
manyfacturer  was  provided the procedure of conformity
assessinent In accordance with the Procedure for internal control
of medical devices, which is set out in dnnex 8 fo the Technical
Regulations for Medical Devices approved by Resolution II of
02,10 2013 Ne 753,

The conformity assessment procedre was carried out by the
conformity assessment body of the Ukrainian State Association
“POLITEKHMED”, accredited by the National Accreditation
Agency of Ukraine (ceriificate No 10174), appointed by the
Ministry of Economic Development of Ulraine, under the
identification number U4.TR.101.

Certificate of conformity to the Technical regulations of medical
devices Ne UA. J101.MD.6.0897-21.00 dated 19.11.2021, valid
wnifl 18.11.2026,

Tepmin ait Mexmapanii upo

BITIORIBHICTE Ho 18.11.2026
The validity of the Declaration of  Till 18112026
coiformity

XEJIT C.A. gexnapye BHXOHAHHS GCHOBHHX BHMOT OO MEMIHOrY BHPoOY 3rigHo
Texnivnoro permamenTy MOA0 MEHHUHHX BUpOGIB, 3aTREPIDKEHOTD [IOCTAHOROR Kabinery
Miwnictpis Yipaiuu Bix 02 sxosras 2013 p. Ne 753,

HELF SA. declares the fulfillment of basic reguirements for medical device according o the
Technical Regulations on medical devices approved by the Cabinet of Ministers of Ukraine Decree of 02
October 2013 No, 753,

Hewnapanis cxiaagesa nig sianosizamsaicrs BHpODHHKS,
The declaration is made under the responsibility of the marmyfacturer.

Micne sugasi Artrika, Ipenis Hara pumaui/migrcy 22.11.2021
Place of issue  Attiki, Greece Date of issue/signing

IHiamee ynosHesaxeHol ocobu Haspa mocagu, TG L
Signature-of Authorized person Position, Full name

President & CEQ Evangelos Zekkis

Page 2 of2 Bepeis Hoxymenty/Document Version: |




e
T,




i
HRY

4]

afong

8y

140x240 mm

)

7

7o

brdecd




;i

ALY
K]

&
P
%
o
s s,
[
v e

i
[
s B
o
g
Gi oy m,
7
AR
3% ]
fm 3
o
*; 7
75 [
o =~
b i
ok

H

1,
]
1
0
A
\
)
X
4
§

£

k3

IR

QoT

BN

% -

CYINNN

RS




XEJII C.A.
Ceprudixart pizmoimuocti GMP ans Xenr: 97350/13-8-2024; Ceptudixat

EN 1SO13485:2016

MicuesHaxo/Kesns: By1l. Banaopiroy, 10, 14452 Mertamopdosic ATrTiKa, h CI

I'peuis L
Ten.: +30210-2815353, 2843479 pharmacey ticals

i AN
G 0

Micue Bupo6uuuTsa: [eniHi Toaninow, 45500 loanina, I'pettis
Ten.: +3026510-92054, 92143

BIIUALJI KOHTPOJIIO AKOCTT
CEPTU®IKAT AHAJIZY

Jlata: 20/11/2024 BunyieHo Tepesipeno:

JI. TianHiMapac E. Tcabonarijoy / 1. bisa
Koxm: 2.20.0593.13 3aTBEPIKEHO! Ha zaminy:

B. Haxoy 2.20.0593.12
MpoxyxT: Barinaabui cyno3uTopii 3 riajyypoHOBOI0 KHCJIOTOI0 «PEBITAKCA®»
Haprist Ne: 593025 Ilata BupoGr.:  2025/01

Buxopucraty f0: 2028/01
Ceprudikar BiIITOBiAHOCTI: UA.101.MD.6.0897-21.00 Tepmin xii 10 18/11/2026
Posmip maprii: 9500 kop.
Po3mip ynakosku: 5T#10 BaTiHAILHUX CYIIO3UTOPIiB

BaactuBocTi Coenudpiranii Pe3yJsibTaTH

Omuc BarinansHi cyrnosutopii Bix 6inoro 1o Binmosizae
Maibke 6170T0 KOJBOPY

InenTndixamis Tlosutusuui IR Tlo3uTHBHAR
AnprepraTueHA: BEPX

KinbkicHe BU3HA4EHHA Tianyporosa kucnora: 90,0-1 10,0% 101,6

OnHOpiHICTD Binnosiaro no Esp. ®apm. (2.9.40) Bignosigae

030BaHUX OJMHHUD

Cepenns Bara 2,07+ 5% (1,90-2,10 T) 2,0

Posman Make. 30,0 xB. 13,0

MikpoGionoridsi 3aranbHa KiTbKICTh MiKpOOPTaHi3MIB: <10

JOCIi KEHHS maxc. 102 KYO/r
3arajpHa KUTbKICTh APDKIKIB Ta <10
miiceHeBUX rprubiB: MaKc 10'KYO/r
Pseudomonas aeruginosa: BiICYTHICTB/T BincyTHi
Staphylococcus aureus: BiICYTHICTB/T BincyTHi

Wandida albicans: BIACYTHICTB/T BincyTHi

Ymosu 36epiraHHsa / TpaHCMOPTYBaHHA: B 3axuMLLeHOMY Bif CBITAA Ta AXKepeA Tenna micui npu
TemnepaTtypi He Bullie 25°C

«Uum nigTBepAKYIO, WO HaBeAeHa BuLLE IHPOPMALLA € aBTEHTUYHOIO Ta TouHoto. Lia napTis NpoAayKTy byna
BMpoBaeHa/BUroTOBAEHA, BKNIOUAIOHN naKyBaHHA Ta KOHTPOAb QKOCTI Ha BULLLE3a3HAYEHNX AIIbHULAX Y
nosHiit signosigHocti 3 EN ISO 13485:2016»

[laTa aHanisy/sunycky: 28.01.2025 /28.01.2025 ' )
LAep coc o7 1 8EE

ce. O Qﬁ%ﬂ

VnoBHoBa)eHa ocoba 3 BUNYCKY napTii:
lotonia bisa (YnosHOoBaxeHa ocoba):

THANMC cvierrenenersrennnes [JaTta:29.01.2025



HELP S.A.

Certificate of GMP compliance of Help : §7350/13-8-2024 ; Certificate EN IS0 13485:2016
Offices: 10, Valaoritou str, 144 52 Metamorphosi Attiki, ¢ SREECE

Tol.: +30210-2815353, 2843479

Site address: Pedini loanninon, 45500 loannina, GREECE

Tel.: +3026510- ”ZJJ} 92143

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

DATE : 20/11/2024 ISSUED BY CHECKED BY
D, GIANNIMARAS ECTSABOLATIDOU /L BIZA
CODE : 2.20.0593.13 APPROVED BY REPLACES
Y. NAKOU 2.20.0593.12

Praduct Vaginal suppositories with hyaluronic acid «REVITAXA®Y Mnf. Date s 2025/01
Batch No . 5493025 Lxp. Date: 2028/01
Certificate of Conformity ; UA.101.M12.6.0897-21 00 Valid until: 18/11/2026
Batch Size: 9.500 boxes
Package Size: BI*10 vaginal suppositories

PROPERTIES SPECITICATIONS RESULTS

DESCRIPTION White to off-white vaginal suppositories Complies

Positive by IR
Positive
Altemahvc' I’MHWQ bv HPLC

Hyaluronic ac xd C)D (7‘ 1 IU (}" ‘}.(}1 .6

Accordinw- to Eur. Ph (4.9,4}0} (8 nm; lies

.’2”()

‘slN?TQR/\I (“)N
M [CROBIOLOGICAL TESTS

cabsence / g Abszence

Cnhrlul'fi’ m’!/f(

STORAGE TRANSPORTATION CONDITIONS : Keep away from light and heat and at a temperature not more t han 25°C

"1 hereby certify that the above information is authentic and accurate. This batch of product hhas been fabricated / manufactured,

including packaging and quality control at the above mentioned sites in full compliance w ith BN 150 13485:2016”

Date of analysis/ release: 28.01. 202*»/ 28 (H 202

“x




JAEKJIAPALIA ITPO BIJIITOBIJIHICTD Ne UATR75301
DECLARATION OF CONFORMITY No UATR75301
npoaykuii BuMoram TeXHIYHOrO pernaMenTy o0 MEIHUHEX BHPOOIB, AKHIi 3aTBEP/KEHHLH
noctaHogoto Kadinery Minictpis Vipainu Bix 02 sxorTra 2013 p. Ne 753
products 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

BupoOHuk
Manufacturer

Micue BupoGHunTRa
Manufacturing site

Ha3zpa meuuroro BipoGy
Name of Medical device

Krnacudikanis 3azHauennx
MEIUYHUX BUPOOIB:
Medical devices classification:

VIIOBHOBaXXEHUH MPEICTABHHK B
Ykpaini:

Authorized Representative in
Ukraine:

[poueaypa OHIHKH
BIJIITOBIAHOCTI:

Conformity Assessment Procedure:

Page 1 of 3

XEJIII C.A.

ByJ1. Banaopiroy, 10, 144 52 Meramopdozic Arrika, I'penist
HELP S.A,

10, Valaoritou str., 14452 Metamorfosi Attiki, Greece

XEJIII C.A.

Henini loanninon, 45500 loaunina, I'pertis
HELP S.A.

Pedini loanninon, 45500 loannina, Greece

Barinanbmi cynosuropii 3 riamyporosor kucioromn
«PesBiTakca®»

Vaginal suppositories with hyaluronic acid « Revitaxa®y
Barinanesuuii res 3 rianyponoBoio kncsnoroio «Pepitaxca®
reab»/

Vaginal gel with hyaluronic acid «Revitaxa® gely

kimac Ia srigso 3 myrxroM 13 Jlomarky 2 Texwiusoro
PEriamMenTy ON0 MEAUYHHX BUPOOIB, SKUil 3aTBEpIKESHUIH
nocrarnosoro KMY Bix 02.10.2013 p. Ne 753

class la, according to point 13 of Annex 2 of Technical regulation
concerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

ToBapucTBO 3 06MeKEH0I0 BignOBiZAIBHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «(IIPO-®APMA»
By Ilepemorn, Gya. 9, odic 20, Kuis, 03170, Ykpaina
Limited Liability Company “UNIVERSAL AGENCY “PRO-
PHARMA”

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

3rigpo 1. 16 Texuiunoro permaMeHTy MO0 MEIHYHHX
BHPOOiB, JUII MapKyBaHHS 3HAKOM  Bi(IOBIJHOCTI
BHPOOHHKOM OyJio 3a0€3IedeHO IPOBENEHHS MPOLE/ypH
OLIHKH BiIMOBIAHOCTI BIAIIOBIIHO JO:

Hopsinky ~ 3ificHeHHA  BHYTDIIHBOrO  KOHTDOIIO
BHPOOHHUIITBA MEHUYHHX BHPOOIB, SKUH BHKIALEHO B
Hoparky 8 no TexHi4HOTO pernameHTy OO0 METUIHHX
BUPOOiB, 3aTBEP/UKEHOTO 3aTBEPKEHNUI TocTanoBoio KMY
Big 02.10.2013 p. Ne 753 y wnoepmanni 3 mpormeayporo
Iopsnky  3abesmeucHHss  (GyHKIIOHYBaHHS — CHCTEMH
YOPaBIiHHA SKICTIO I 4Wac BHPOOHHITBA MEIHYHHX
BUpoOiB, sikuit BuKnazero B Jlojgatky 6 o TexmigHoro
PETTIAMEHTY IIO/I0 MEIMYHUX BHPOOIB, 3aTBEPIKECHOTO
3aTBepUKeHnH nocranoBoro KMV Bin 02.10.2013 p. Ne 753.

Bepcia Joxymenty/Document Version: 2




Tepwmin gii Jexapanii npo
BiATIOBiAHICTE

The validity of the Declaration of
conformity

Oninka Tta cxBaldeHHs 3a0e3redyeHHs] (YHKIIOHYBaHHS
CHCTEMM YIPaBIiHHS SKICTIO MHJ dYac BHPOOHUITBA
MeaugHuX BUpPoOiB 3rimHo 3 Homatkom 6 jo Texuiunoro
pErJIaMeHTy IIOAO0 MEIHYHHX BHPOOIB, 3aTBEPIKEHOTO
3aTBepAKeHu mocranoBoro KMY Bij 02.10.2013 p. Ne 753
Oynma 1poBeneHAa OpPraHoM 3 OLIHKA  BiIIOBITHOCTI
JepsxxaBHIM yKpaiHCHbKHM 00’ eIHAHHSIM
«JIOJUTEXME», axpemuroBanuM  HarnioHaTbHEM
areHTCTBOM 3 akpenuranii Ykpainm (arectar Ne 10174),
mpu3HaYeHAM  MIiHEeKOHOMpPO3BHTKY  YKpaiHH,  3a
inentadikamiinum HomMepom UA.TR.101. Ceprudikar
BinmosigHoceri  TexHiuHoMy  perjiamMeHty  I(oao
meauuHux BupoOiB Ne UA.101.MD.6.0897-21.00 mix
19.11.2021 poky, pnie go 18.11.2026 poky moao
3abe3neveHHs] (PYHKIIOHYBaHHSI CHCTEMH YIPABJIHHSI
SIKICTIO MijT Yac BUPOOHUIITBA METHYHUX BHPOOIB 3riqHo
3 Jomarkom 6 pxo TexHiuHoro perjJaMeHTy MO0
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
assessment 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 733.

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 Ne 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 No UA. 101.MD.6.0897-
21.00 dated 19.11.2021, valid until 18.11.2026 on ensuring the
functioning of the quality management system during the
production of medical devices in accordance with Annex 6 to the
Technical Regulations on medical devices.

Ho 18.11.2026
Till 18.11.2026

XEJIT C.A. nexiapye BUKOHAHHS OCHOBHHX BHMOT ITOAO MEIUYHOTO BHUPOOY 3TiIHO
TexHIYHOTO perIaMeHTy IMOJI0 MeAUYHUX BHUpPOOiB, 3arBep/ukeHoro I[loctamoBoro Kabinery
Minictpie Yipaind Big 02 xoBtHsa 2013 p. No 753, XEJITT C.A. rapanTtye, 1o MeIHYHI BHPOOH
BHTOTOBJICHI BIANOBIAHO IO TEXHIYHOI JOKYyMEHTAIlii, 3a3Hadenol B IyHKTI 3 momatka 8 1o
TexHIYHOTO perjaMeHTy INOAO0 MEeAMYHMX BHPOOIB, Ta BIANOBIJAIOTE BAMOTaM TeXHIYHOTrO
peryiaMeHTy HIONO MEAMIHHX 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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HMewnapauin exnagena nig sinnorinansuicrs supotonxa.
The declaration is made under the responsibility of the manufacturer.

Hara sunaui/nianucy 12.12.2022

Micue supawi Arrika, [peniis
Date of issuelsigring

Place of fssue  Attiki, Greece
Auperrop Cranrenoc 3exkac
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JEKIAPALL HPO BIAHOBUTHICTD Ne UATR75301
DECLARATION QF CONFORMITY No UATR7?I301
apoiyxuii BEMoraM TexHIYHOTO PerIaMenTy WOoH0 MeXHIHNX BHpodis, SKuil 3aTReDIKEHIH
nocragoroiy Kabinery Minictpin Vepaiuu six 02 mostas 2013 p. Ne 753
products to the requirements of Techmical vegulation on medical devices approved by the Decree of the
Cabinet of Ministers of Uleaing on 02 October, 2013 under No. 733

Bupobuuk XEJII CA.
Marfacturer pya. Banaopiroy, 18, 144 82 Meramopdiosic Avrixa, Vpenin

HELFP 8 4.
10, Valaoritou siv., 14432 Metamorfosi Altiki, Greece

Micne supoSHunTea XEII C.A.
Manufacturing site Heniwi loarmrinon, 45500 loannina, 'penis
HELP 8.4

Pedini lognninor, 43500 loanning, Greece

Haspa megpanoro rupody Barinaasui cynosuropii 2 riaaypoHoBow KULIOTO
Name of Medical device «Penitarca®»

Vaginal suppositories with hyvaluronic ocid « Revitaxa®y
Barigaasuuil resib 3 riaxypoRoBore Rucnorow «Pesiranca®
reqann/

Vaginal gel with hyaluronic acid «Revitaxa® gely

Kaacudixarig saznagennx waae Ia sriggo 3 nyaxrom 13 Hoparxy 2 Texuiuworo
MEITHHES BUpoGis: PErTAMEHTY THOJ0 MEIMYHIX BUpOGIs, sicuit sarreppKrenui
Medicad devices classification: nocranoso KMV sig 02.10.2013 p. Ne 753

class Ila, according to point 13 of Annex 2 of Technical regulation
corcerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

YnospopaxeHult npeicTaBHEK B ToBAPHETRO 3 0HMEKEN0I0 BIANOBIAATLHICTIO

Vipaiui: «YHIBEPCAJVILHE ATEHTCTBO «lIPO-DAPMA»

Auithorized Represeniative in sy Wepemorw, by, 9, odie 20, Kuis, #3170, Vipalaa

Ukraine: Limited Liahility Company “"UNIVERSAL AGENCY “PRO-
PHARMA™

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

Hponenypa omukn  3rivuo 1 16 TexHiYHOro pPermaMeHTy MO0 METHYHUX
BIATIOBIAHOCTI: pupoDIB, AN MAPKYBAHHA  3HAKOM  BIAHOBIMHOCTI

Conformity Assessment Procedure;  pupobuuxoM Oyno safesnedeHo NUpORSHEHHS MPOLERYVPH
OTIHKH BiATORLoCT! Bixmonizwo fo [opauky spittcuerns
BHYTPIIHEOTO  KOHTPOMIO  BHPOOHMIITBA  MEIHIHHX
pupodis, axul Buxnaneno B Moparxy 8 mo Texmiumoro
PETIAMEHTY IHOAC MEIMUHWX BUPOGIR, 3aTBEDILECHOTO
zarpeprxennit nocranosoo KMY sig 02.10.2013 p. Ne 753,

Hponenypy OMIBKH BITTTOBIMHOCT! TTPOBEHEHD OPragoM 3
oKy  Biamopiagocti  JepmasmmM  yRpalHeBKEM
o’ enmamnay  «HIOJUTEXMER»,  axpenurosammu
Hamgoraneaum  arentersoM 3 akpeawtanll  Yxpalum
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(arecrar Ne 10174), npusnavesny MineKoHOMPO3BRHTLY
Vipaiu, 33 inentadixani fines nomepor UA. TR.101.
Ceprudixay sinmopiguecri Texniumomy permamenty
moxe meamgHuX Bupodin XN UA101.MD.6.0897-21.00
sin 19.11.2021 poxy, aic me 18.11.2026 poxy.

decording to paragraph 16 of the Technical Regulations for
Medical Devices, for marking the conformity meark of the
manyfacturer  was  provided the procedure of conformity
assessinent In accordance with the Procedure for internal control
of medical devices, which is set out in dnnex 8 fo the Technical
Regulations for Medical Devices approved by Resolution II of
02,10 2013 Ne 753,

The conformity assessment procedre was carried out by the
conformity assessment body of the Ukrainian State Association
“POLITEKHMED”, accredited by the National Accreditation
Agency of Ukraine (ceriificate No 10174), appointed by the
Ministry of Economic Development of Ulraine, under the
identification number U4.TR.101.

Certificate of conformity to the Technical regulations of medical
devices Ne UA. J101.MD.6.0897-21.00 dated 19.11.2021, valid
wnifl 18.11.2026,

Tepmin ait Mexmapanii upo

BITIORIBHICTE Ho 18.11.2026
The validity of the Declaration of  Till 18112026
coiformity

XEJIT C.A. gexnapye BHXOHAHHS GCHOBHHX BHMOT OO MEMIHOrY BHPoOY 3rigHo
Texnivnoro permamenTy MOA0 MEHHUHHX BUpOGIB, 3aTREPIDKEHOTD [IOCTAHOROR Kabinery
Miwnictpis Yipaiuu Bix 02 sxosras 2013 p. Ne 753,

HELF SA. declares the fulfillment of basic reguirements for medical device according o the
Technical Regulations on medical devices approved by the Cabinet of Ministers of Ukraine Decree of 02
October 2013 No, 753,

Hewnapanis cxiaagesa nig sianosizamsaicrs BHpODHHKS,
The declaration is made under the responsibility of the marmyfacturer.

Micne sugasi Artrika, Ipenis Hara pumaui/migrcy 22.11.2021
Place of issue  Attiki, Greece Date of issue/signing

IHiamee ynosHesaxeHol ocobu Haspa mocagu, TG L
Signature-of Authorized person Position, Full name

President & CEQ Evangelos Zekkis

Page 2 of2 Bepeis Hoxymenty/Document Version: |




e
T,




i
HRY

4]

afong

8y

140x240 mm

)

7

7o

brdecd




;i

ALY
K]

&
P
%
o
s s,
[
v e

i
[
s B
o
g
Gi oy m,
7
AR
3% ]
fm 3
o
*; 7
75 [
o =~
b i
ok

H

1,
]
1
0
A
\
)
X
4
§

£

k3

IR

QoT

BN

% -

CYINNN

RS




XEJII C.A.

Ceprubikar signosignocti GMP s Xenm: 97350/ 13-8-2024; Ceprudixar
EN IS013485:2016

Micressaxomkenss: By Banaopitoy, 10, 14452 Meramopdosic ATTika,
Ipenis

Ten.: +30210-2815353, 2843479

Micue BupoGuuirea: [Tenini loaninon, 45500 loanina, ['penis
Ten.: +3026510-92054, 92143

L

BT KOHTPOJIIO AKOCTI
CEPTU®IKAT AHAJIIZY

JHara: 20/11/2024 Bunyueso [epesipeno:

JI. T'ianniMapac E. Tcabomatinoy / I. biza
Kou: 2.20.0593.13 3aTBepIHKEHO: Ha 3aminy:

B. Hakoy 2.20.0593.12
TponyxT: BariHaibHi Cymo3uTopii 3 riaTypoHoBOI0 KUCIOTOI0 «PEBITAKCA®»
[Maprist Ne: 593065 Jlata Bupo6H.:  2025/03

Buxopucrati no: 2028/03
Ceprudikar signosignocti: UA.101.MD.6.0897-21.00 Tepmin aii go: 18/11/2026
Po3smip maptii: 9500 xop.
Posmip ynakosku: 51*10 BariHanLHUX CYMO3UTOPIiB

BaacruBocTi Cnenudiramii PesyabnTaTH

Omnuc BarinanpHi cynosuropii Bij 0imoro 1o Binnosinae
Maibke 61710T0 KOIBOpY

InenTudikauis ITosuruBHMIA IR Ho3uTBHUH
AnprepuatuBauit: BEPX

KinpkicHe BU3HaYCHHSA [amyponosa kucnora: 90,0-110,0% 101,9

OxHOpPITHICT Bixnosizzo no Esp. ®apwm. (2.9.40) Binmnosinae

J030BAHUX OJAWHUIIL

CepenHs Bara 2,0r£5% (1,90 -2,10T) 2,0

Posnan Makec. 30,0 xB. 13,0

Mikpobionoriyxi 3aranpHa KiJlbKicTh MiKpOOPTaHi3MiB: <10

JOCTI KEHHS maxke. 102 KYO/r
3aranpHa KinbKicTh APDKIKIB T4 <10
nicenesux rpu6is: Maxc 10 KVO/r
Pseudomonas aeruginosa: BiACYTHICTB/T BincyTHi
Staphylococcus aureus: BiICyTHICTB/T BixcyTHi
Candida albicans: BIACYTHICTB/T BigcyTHi

YMoBU 36epiraHHa / TPaHCNOPTYBaHHA: B 3aXMLieHomY BiA ceiTna Ta gyKkepen renna micui npu
TemnepaTtypi He Buile 25°C

«Lym nigTeepaKyto, WO HaBeaeHa suile iHPOPMALIA € aBTEHTUHHOIO Ta TOYHOO. Lia naptia npogykTy 6yna
BupobaeHa/BUroToBAEHA, BKNIOYAOUM NaKyBaHHA Ta KOHTPOb AKOCTI Ha BULLE3a3HAYEHMX AINbHULUAX Y

oBHiV BignosigHocti 3 EN 1SO 13485:2016» S P
. 4 N Af« e C&'g (“j
[ata aHanisy/sunycky: 18.03.2025 / 18.03.2025 YA~ \,eswf//
YnosHoBaxeHa ocoba 3 BUNYcKy naprii:

lotonia biza (YnosHoBaxeHa ocobaj:

MANNC coverrieeeeeeivienens [ara:18.03.2025




HELP S.A.
Certificate of GMP compliance of Help : 97350/13-8-2024 ; Certificate EN IS0 13485:2016

Offices: 10, Valaoritou str, 144 52 Metamorphosi Attiki, GREECE f) (f‘%!

Tebr +30210-2815353, 2843479 - s i
$15363, 284 pharmaceuticals

Site address: Pedini toanninon, 43500 loannina, GREECE LI OO

Tel.: +3026510-82054, 92143

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

DATE : 20/11/2024 ISSUED BY CHECKED BY
3. GIANNTMARAS E TSABOLATIDOU/ L BIZA
CODE : 2.20,0593.13 APPROVED BY REFLACES
V. NAKOU 2.20.0593.12

Product : Vaginal suppasitories with hyaluronic acid « REVITAXA®» Mnf. Date :  2025/03
Batch No: 593065 Exp. Date:  2028/03
Certificate of Conformity : UALT0L.MID.6.0897-21.00 Valid until: 18/11/2026
Ratch Size: 9.500 boxes
Package Size: Bt*10 vaginal suppositories

PROPERTIES SPECIFICATIONS RESULTS

White to off-white vaginal suppositories Complies
H YENTIFICAT 1()1\ Positive by IR

Positive

Alten‘m u re : Positive by HPLC

luromc‘(u xd 0( ()~ 110 Y 101.9

A(mrdmgr to Bur. Ph. (2.9.40}

e
UNIEORMITY OF DOSAGE

l";N ITS e S aaes bk SoBEns peashet orreines s 5 PP Y — e ie AR AA
? () g x5y (‘ ‘2() 2 ( ) 2.0
max 30. O min 13.0

Total aumlm m wbml muni max ’l{]’«'*fu/w

iul(xl yeasts/ mo ld~ ((m,‘d max 1 (“ci I/gq

}wzdoz 101as ACIHINOS :dmm.me/ &

%m,muin- S AUTEHS ¢ sence / g ’\bwmo
Candidn nlbu WS :absem:e /8 ’\hwnw

STORAGE/ TRANSPORTATION CONDITIONS : Keep away from light and heat and at a temperature not more than 25°C
' hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /manutactured,

Nincluding packaging and quality contr: o at the above mentioned sites in full compliance w ith TN IS0 1248520167

Date of analysis/ release: 18.03.2025 118,03.2025

: 18.03.2025




JAEKJIAPALIA ITPO BIJIITOBIJIHICTD Ne UATR75301
DECLARATION OF CONFORMITY No UATR75301
npoaykuii BuMoram TeXHIYHOrO pernaMenTy o0 MEIHUHEX BHPOOIB, AKHIi 3aTBEP/KEHHLH
noctaHogoto Kadinery Minictpis Vipainu Bix 02 sxorTra 2013 p. Ne 753
products 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

BupoOHuk
Manufacturer

Micue BupoGHunTRa
Manufacturing site

Ha3zpa meuuroro BipoGy
Name of Medical device

Krnacudikanis 3azHauennx
MEIUYHUX BUPOOIB:
Medical devices classification:

VIIOBHOBaXXEHUH MPEICTABHHK B
Ykpaini:

Authorized Representative in
Ukraine:

[poueaypa OHIHKH
BIJIITOBIAHOCTI:

Conformity Assessment Procedure:

Page 1 of 3

XEJIII C.A.

ByJ1. Banaopiroy, 10, 144 52 Meramopdozic Arrika, I'penist
HELP S.A,

10, Valaoritou str., 14452 Metamorfosi Attiki, Greece

XEJIII C.A.

Henini loanninon, 45500 loaunina, I'pertis
HELP S.A.

Pedini loanninon, 45500 loannina, Greece

Barinanbmi cynosuropii 3 riamyporosor kucioromn
«PesBiTakca®»

Vaginal suppositories with hyaluronic acid « Revitaxa®y
Barinanesuuii res 3 rianyponoBoio kncsnoroio «Pepitaxca®
reab»/

Vaginal gel with hyaluronic acid «Revitaxa® gely

kimac Ia srigso 3 myrxroM 13 Jlomarky 2 Texwiusoro
PEriamMenTy ON0 MEAUYHHX BUPOOIB, SKUil 3aTBEpIKESHUIH
nocrarnosoro KMY Bix 02.10.2013 p. Ne 753

class la, according to point 13 of Annex 2 of Technical regulation
concerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

ToBapucTBO 3 06MeKEH0I0 BignOBiZAIBHICTIO
«YHIBEPCAJIBHE ATEHTCTBO «(IIPO-®APMA»
By Ilepemorn, Gya. 9, odic 20, Kuis, 03170, Ykpaina
Limited Liability Company “UNIVERSAL AGENCY “PRO-
PHARMA”

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

3rigpo 1. 16 Texuiunoro permaMeHTy MO0 MEIHYHHX
BHPOOiB, JUII MapKyBaHHS 3HAKOM  Bi(IOBIJHOCTI
BHPOOHHKOM OyJio 3a0€3IedeHO IPOBENEHHS MPOLE/ypH
OLIHKH BiIMOBIAHOCTI BIAIIOBIIHO JO:

Hopsinky ~ 3ificHeHHA  BHYTDIIHBOrO  KOHTDOIIO
BHPOOHHUIITBA MEHUYHHX BHPOOIB, SKUH BHKIALEHO B
Hoparky 8 no TexHi4HOTO pernameHTy OO0 METUIHHX
BUPOOiB, 3aTBEP/UKEHOTO 3aTBEPKEHNUI TocTanoBoio KMY
Big 02.10.2013 p. Ne 753 y wnoepmanni 3 mpormeayporo
Iopsnky  3abesmeucHHss  (GyHKIIOHYBaHHS — CHCTEMH
YOPaBIiHHA SKICTIO I 4Wac BHPOOHHITBA MEIHYHHX
BUpoOiB, sikuit BuKnazero B Jlojgatky 6 o TexmigHoro
PETTIAMEHTY IIO/I0 MEIMYHUX BHPOOIB, 3aTBEPIKECHOTO
3aTBepUKeHnH nocranoBoro KMV Bin 02.10.2013 p. Ne 753.

Bepcia Joxymenty/Document Version: 2




Tepwmin gii Jexapanii npo
BiATIOBiAHICTE

The validity of the Declaration of
conformity

Oninka Tta cxBaldeHHs 3a0e3redyeHHs] (YHKIIOHYBaHHS
CHCTEMM YIPaBIiHHS SKICTIO MHJ dYac BHPOOHUITBA
MeaugHuX BUpPoOiB 3rimHo 3 Homatkom 6 jo Texuiunoro
pErJIaMeHTy IIOAO0 MEIHYHHX BHPOOIB, 3aTBEPIKEHOTO
3aTBepAKeHu mocranoBoro KMY Bij 02.10.2013 p. Ne 753
Oynma 1poBeneHAa OpPraHoM 3 OLIHKA  BiIIOBITHOCTI
JepsxxaBHIM yKpaiHCHbKHM 00’ eIHAHHSIM
«JIOJUTEXME», axpemuroBanuM  HarnioHaTbHEM
areHTCTBOM 3 akpenuranii Ykpainm (arectar Ne 10174),
mpu3HaYeHAM  MIiHEeKOHOMpPO3BHTKY  YKpaiHH,  3a
inentadikamiinum HomMepom UA.TR.101. Ceprudikar
BinmosigHoceri  TexHiuHoMy  perjiamMeHty  I(oao
meauuHux BupoOiB Ne UA.101.MD.6.0897-21.00 mix
19.11.2021 poky, pnie go 18.11.2026 poky moao
3abe3neveHHs] (PYHKIIOHYBaHHSI CHCTEMH YIPABJIHHSI
SIKICTIO MijT Yac BUPOOHUIITBA METHYHUX BHPOOIB 3riqHo
3 Jomarkom 6 pxo TexHiuHoro perjJaMeHTy MO0
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
assessment 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 733.

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 Ne 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 No UA. 101.MD.6.0897-
21.00 dated 19.11.2021, valid until 18.11.2026 on ensuring the
functioning of the quality management system during the
production of medical devices in accordance with Annex 6 to the
Technical Regulations on medical devices.

Ho 18.11.2026
Till 18.11.2026

XEJIT C.A. nexiapye BUKOHAHHS OCHOBHHX BHMOT ITOAO MEIUYHOTO BHUPOOY 3TiIHO
TexHIYHOTO perIaMeHTy IMOJI0 MeAUYHUX BHUpPOOiB, 3arBep/ukeHoro I[loctamoBoro Kabinery
Minictpie Yipaind Big 02 xoBtHsa 2013 p. No 753, XEJITT C.A. rapanTtye, 1o MeIHYHI BHPOOH
BHTOTOBJICHI BIANOBIAHO IO TEXHIYHOI JOKYyMEHTAIlii, 3a3Hadenol B IyHKTI 3 momatka 8 1o
TexHIYHOTO perjaMeHTy INOAO0 MEeAMYHMX BHPOOIB, Ta BIANOBIJAIOTE BAMOTaM TeXHIYHOTrO
peryiaMeHTy HIONO MEAMIHHX 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

Bepcis lokymenty/Document Version: 2




HMewnapauin exnagena nig sinnorinansuicrs supotonxa.
The declaration is made under the responsibility of the manufacturer.

Hara sunaui/nianucy 12.12.2022

Micue supawi Arrika, [peniis
Date of issuelsigring

Place of fssue  Attiki, Greece
Auperrop Cranrenoc 3exkac
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Hazsa oocaum, ITHE: Hpesugent ta Uenepanpauit

Fosition, Full name: President & CEQ, Fvangelos Zekkas

Bepeis Howyseuty/Document YVersion: 2
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JEKIAPALL HPO BIAHOBUTHICTD Ne UATR75301
DECLARATION QF CONFORMITY No UATR7?I301
apoiyxuii BEMoraM TexHIYHOTO PerIaMenTy WOoH0 MeXHIHNX BHpodis, SKuil 3aTReDIKEHIH
nocragoroiy Kabinery Minictpin Vepaiuu six 02 mostas 2013 p. Ne 753
products to the requirements of Techmical vegulation on medical devices approved by the Decree of the
Cabinet of Ministers of Uleaing on 02 October, 2013 under No. 733

Bupobuuk XEJII CA.
Marfacturer pya. Banaopiroy, 18, 144 82 Meramopdiosic Avrixa, Vpenin

HELFP 8 4.
10, Valaoritou siv., 14432 Metamorfosi Altiki, Greece

Micne supoSHunTea XEII C.A.
Manufacturing site Heniwi loarmrinon, 45500 loannina, 'penis
HELP 8.4

Pedini lognninor, 43500 loanning, Greece

Haspa megpanoro rupody Barinaasui cynosuropii 2 riaaypoHoBow KULIOTO
Name of Medical device «Penitarca®»

Vaginal suppositories with hyvaluronic ocid « Revitaxa®y
Barigaasuuil resib 3 riaxypoRoBore Rucnorow «Pesiranca®
reqann/

Vaginal gel with hyaluronic acid «Revitaxa® gely

Kaacudixarig saznagennx waae Ia sriggo 3 nyaxrom 13 Hoparxy 2 Texuiuworo
MEITHHES BUpoGis: PErTAMEHTY THOJ0 MEIMYHIX BUpOGIs, sicuit sarreppKrenui
Medicad devices classification: nocranoso KMV sig 02.10.2013 p. Ne 753

class Ila, according to point 13 of Annex 2 of Technical regulation
corcerning medical devices approved by the Decree of the CMU
on 02.10.2013 No. 753

YnospopaxeHult npeicTaBHEK B ToBAPHETRO 3 0HMEKEN0I0 BIANOBIAATLHICTIO

Vipaiui: «YHIBEPCAJVILHE ATEHTCTBO «lIPO-DAPMA»

Auithorized Represeniative in sy Wepemorw, by, 9, odie 20, Kuis, #3170, Vipalaa

Ukraine: Limited Liahility Company “"UNIVERSAL AGENCY “PRO-
PHARMA™

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

Hponenypa omukn  3rivuo 1 16 TexHiYHOro pPermaMeHTy MO0 METHYHUX
BIATIOBIAHOCTI: pupoDIB, AN MAPKYBAHHA  3HAKOM  BIAHOBIMHOCTI

Conformity Assessment Procedure;  pupobuuxoM Oyno safesnedeHo NUpORSHEHHS MPOLERYVPH
OTIHKH BiATORLoCT! Bixmonizwo fo [opauky spittcuerns
BHYTPIIHEOTO  KOHTPOMIO  BHPOOHMIITBA  MEIHIHHX
pupodis, axul Buxnaneno B Moparxy 8 mo Texmiumoro
PETIAMEHTY IHOAC MEIMUHWX BUPOGIR, 3aTBEDILECHOTO
zarpeprxennit nocranosoo KMY sig 02.10.2013 p. Ne 753,

Hponenypy OMIBKH BITTTOBIMHOCT! TTPOBEHEHD OPragoM 3
oKy  Biamopiagocti  JepmasmmM  yRpalHeBKEM
o’ enmamnay  «HIOJUTEXMER»,  axpenurosammu
Hamgoraneaum  arentersoM 3 akpeawtanll  Yxpalum

Page 1 of 2 Bepeis Joxymenty/Document Version: |




(arecrar Ne 10174), npusnavesny MineKoHOMPO3BRHTLY
Vipaiu, 33 inentadixani fines nomepor UA. TR.101.
Ceprudixay sinmopiguecri Texniumomy permamenty
moxe meamgHuX Bupodin XN UA101.MD.6.0897-21.00
sin 19.11.2021 poxy, aic me 18.11.2026 poxy.

decording to paragraph 16 of the Technical Regulations for
Medical Devices, for marking the conformity meark of the
manyfacturer  was  provided the procedure of conformity
assessinent In accordance with the Procedure for internal control
of medical devices, which is set out in dnnex 8 fo the Technical
Regulations for Medical Devices approved by Resolution II of
02,10 2013 Ne 753,

The conformity assessment procedre was carried out by the
conformity assessment body of the Ukrainian State Association
“POLITEKHMED”, accredited by the National Accreditation
Agency of Ukraine (ceriificate No 10174), appointed by the
Ministry of Economic Development of Ulraine, under the
identification number U4.TR.101.

Certificate of conformity to the Technical regulations of medical
devices Ne UA. J101.MD.6.0897-21.00 dated 19.11.2021, valid
wnifl 18.11.2026,

Tepmin ait Mexmapanii upo

BITIORIBHICTE Ho 18.11.2026
The validity of the Declaration of  Till 18112026
coiformity

XEJIT C.A. gexnapye BHXOHAHHS GCHOBHHX BHMOT OO MEMIHOrY BHPoOY 3rigHo
Texnivnoro permamenTy MOA0 MEHHUHHX BUpOGIB, 3aTREPIDKEHOTD [IOCTAHOROR Kabinery
Miwnictpis Yipaiuu Bix 02 sxosras 2013 p. Ne 753,

HELF SA. declares the fulfillment of basic reguirements for medical device according o the
Technical Regulations on medical devices approved by the Cabinet of Ministers of Ukraine Decree of 02
October 2013 No, 753,

Hewnapanis cxiaagesa nig sianosizamsaicrs BHpODHHKS,
The declaration is made under the responsibility of the marmyfacturer.

Micne sugasi Artrika, Ipenis Hara pumaui/migrcy 22.11.2021
Place of issue  Attiki, Greece Date of issue/signing

IHiamee ynosHesaxeHol ocobu Haspa mocagu, TG L
Signature-of Authorized person Position, Full name

President & CEQ Evangelos Zekkis

Page 2 of2 Bepeis Hoxymenty/Document Version: |
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