XEJT C.A.

Ceprudixar sianosianocri GMP pas Xean: 97350/13-8-2024; Ceprudikar
EN ISO13485:2016

Micuesnaxomkenns: By, Basaopirtoy, 10, 14452 Meramopdosic ATTika,
I'penist

Ten.: +30210-2815353, 2843479

Micue Bupo6uuuTsa: Menini loaniton, 45500 loaniua, I'peuis

Ten.: +3026510-92054, 92143

BIAAIJ KOHTPOJIIO SIKOCTI
CEPTHO®IKAT AHAJII3Y
ara: 29/04/2025 Bunyumeno [Tepesipeno:
JL. Tiaunimapac E. Tcabonarigoy / 1. Biza
Kon: 2.20.0756.8 3aTBEpIKEHO: Ha 3aminy:
B. Haxkoy 2.20.0756.7

MpoaykT: Barinaasnuii ress 3 riagayponooio kuenororo «PEBITAKCA® reab»

Mapris Ne: 756016 Hata supobu.:  2026/02
Bukopucratu no: 2029/02

Ceprudikar sianosianocti: UA.101.MD.6.0897-21.00 Tepwmin nii no: 18/11/2026

Posmip naptit: 10 000 kop.

Po3mip ynakosku: br* | ty6a 25r * 7 anaikaropis

BaacruBocti Creuudirxauil PezynbTaTn
Ornuc Tposopuit, Ge3GapBHWii, OAHOPIAHKE Tellb Bianosinae
Inentudikauis ToszuTuBHMi 3a BEPX [To3uTHBHUH

AJlbTepHATHBHUIA: NO3UTHBHMI 3a IR
KinbkicHe BU3HAYCHHS [ianyponosa kuciora: 90,0-110,0% 101,6
Miuimansue nanosuenns | 25,0 r (7 annixkaropis) 25,3
MikpoGionoriuni 3aranbHa KiJibKicTb MIKPOOpPraHi3mib: <10
IOCi KEHHs1 make. 10 KYO/r
3araibHa KiJIbKiCTh APDKIXKIB Ta <10
niicereBux rpubis: make 10' KYO/r
Pseudomonas aeruginosa: BincyTHiCTB/T BigcyTHi
Staphylococcus aureus: BiICYTHICTB/T BiacytHi
Candida albicans: BiacyTHICTB/T BigcyTHi

YmoB#M 36epiraHts / TPaHCNOPTYBaHHA: B 3aXULLEHOMY Bij CBITAa Ta /pKepen Tenna micui npu
Temneparypi He sutie 25°C

«LIMM niATBEPAKYIO, WO HaBeAeHa BuLLe iHGOPMAaLLA € aBTEHTUYHOIO Ta TOUHO. Lia napTis npoayKTy 6yna
BUPOGEHa/BUTOTOBEHA, BK/TIOUSIOUM NaKYBaHHA T3 KOHTPONb AKOCTI Ha BULLE3a3HAUEHNX AiNBHUALAX Y
nosHii BianosigHocti 3 EN 1SO 13485:2016»

[Data aHanisy/sunycky: 10.02.2026 /20.02.2026
YnosHoBaxkeHa ocoba 3 BUNYCKy napTii:
|otonia biza (YnosHoBaxeHa 0coba):

MAMNC overerversrenenenene. [aTa: 20.02.2026

/ZMZN/ SIS {9 HoILE Qa/%



HELP S.A.

Cextificate of GMP compliance of Help : 97350/13-8-2024 ; Certificate EN ISO 13485:2016
Offices: 10, Valaoritou str, 144 52 Metamorphosi Attiki, GREECE h \« é
Tel.: +30210-2815353, 2843479 e
. i | | ohormoceuticols
Site address: Pedini loanninon, 45500 loannina, GREECE HERI A

Tel.: +3026510-92054, 92143

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

DATE : 29/04/2025 ISSUED BY CHECKED BY
D. GIANNIMARAS E. TSABOLATIDOU/ L BIZA
CODE : 2.20.0756.8 APPROVED BY REPLACES
V. NAKOU 2.20.0756.7

Product : Vaginal gel with hyaluronic acid «REVITAXA® GEL» Mnf. Date 2026/02
Batch No: 756016 Exp. Date:  2029/02
Certificate of Conformity : UA.101.MD.6.0897-21.00 Valid until: 18/11/2026
Batch size (boxes):  10.000
Package Size: Bt*ltube 25g *7 applicators

PROPERTIES SPECIFICATIONS RESULTS
DESCRIPTION Clear, colorless, homogeneous gel Complies

Positive by HPLC
Positive

Alternative : Positive by IR

ASSAY Hyaluronic acid : 90.0 - 110.0% 101.6
MINIMUM FILL 25.0g (7 applicators) 253

MICROBIOLOGICAL TESTS

Total aerobic microbial count : max 10%cfu/g <10
Total yeasts/ moulds count : max 10%cfu/ g <10
Pseudomonas aeruginosa : absence/ g Absence
.......... 5 taplél;;;;;)(:cz,zs aurpus :“aiosence /g Absence
- é?fz;;éida all;icnns : absence/ g Absence

STORAGE/ TRANSPORTATION CONDITIONS : In a dry, dark pace 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/manufactured,
including packaging and quality control at the above ‘mentioned sites in full compliance with EN [SO 13485:2016"

v
/

Voo p"éte: 20.02.2026




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:
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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
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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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Hazsa oocaum, ITHE: Hpesugent ta Uenepanpauit

Fosition, Full name: President & CEQ, Fvangelos Zekkas

Bepeis Howyseuty/Document YVersion: 2
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JRKHAPALIDT PO BIAHOBITHE TS Ne UATR75301
DECLARATION QF CONFORMITY ¥o LATRIS301

apoay Rl suMoram Texsiguore periave

WOXO Megpuuny supotis, scall sarsepmmenntt

noesranoroo Kabinery Minicrpis Vepsdus sig 02 wmowvas 2013 p, Ne 753

products to the requivements of 1

Bapebax
Mugheturer

Mione supotuusa
Meonfacturing site

Haspa mejgranes sapoby
Name of Medical device

Kuacudixanls saonuaysnmx
semsr sapodng
Mediond devices classifivativ

VHOBHOBOKCHUN HPOATTABHUK B

Vipainth
Authorized Represeniative i

hraine:

OWITKE

BIATORLEOCTL
Conformity dssessment Procedyee;
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Ceebinel of Miiste

sical vegulation on medicol devices appvoved by the Décrer of the
& of Lraing on 02 Qctober, 2013 under No. 733

XEJE CAL

pyia. Banacpiroy, 10, 144 81 Meramophozic Avrixn, Upenia
HELP 8.4

18, Valaoritow aie,, 14432 Metamuoefosi Attiki, Greevs

XEMT CA.

Henimi Joagainon, 485640 loanuina, ponix
HELF 54,
Peding focominon, 43300 fowswving, Greece

Barinameni cynossropil 3 riaaypononon Kusiorars
«Peniramca®y

Vawingd suppositories with fvaluronic ecid s Revitara®s
Bavipsasnuil rens 3 rhuyponoson xueaorow «Pepiraxes®
reamn

Vaginad gel with hyalvronic acid «Revifuxa® gely

waae Ma orimmo 3 nysaxrom 1Y Homarwy 2 Toxwigoro
DECEAMSHTY MO0 MeiruHik supolis, sxud sareepioresuit
nocramosoo [KMY sin 02,10.2013 p. Ne 753
class Ha, according to point 13 of dunex 2 of Technicad regularion
coricerning wmeglical devices uppraved by the Decree of the CMU

p

en 02102813 No. 753

Tovapuerso 3 odvexenow piaToRasLHLTIO
«YHIBEPCAJTLHE AVEHTCTBD «IPO-DAPM A»
sy WNepesary, 6y 9, odie 20, Kaip, 83178, Vrpaiua
Limited Liability Company " UNIFERSAL AGENCY "PRO-
PHARAMA T

Peremogy siveet, ¥, gffice 20, Eyiv 83176, Ukraine

Irizso 1 10 Texulynore perimaMesty 0N MeIHYEux
BEPpoDIR,  UB MAPKYRAIHS  3HAKoM  BLUoBixsocT
supobruroym Oyne 3a0e3eveR0 TIPOBSTEHNT HpEOUSHYPH
oitiHKY sinosipoct! sinoniue xo Hopsuey suiftenenus
BRVIPLUIAROIO  XKONTpoa  supoluMirsa MeMHYREX
pupodis, axul swowazeno B Jomarxy 8 o Texsimmoro
';_}ii’-}‘iii’ii\éﬁﬁ'f}’ IO MeARYHMX Bi’»i}}(}@i?}r JATHRCRIKLHEAND.
sarpepRenult nocrasoporo KMV Bin 02, 10,2013 p. Ne 753,

MpoTenypy ONINKH BUTTORIHOCT HPOBCASHE OPrapoM 3
ouinky  pianoeluwoer:  Mepwmammmy yrpalucerum
o enmamaany QIOGJHTEXMERD,  axpeapronanmmd
Hardowaneunn  arepmoreoM 3 axpemirandl  Yepaing

Bepews Howyumenty/Document Version: |




{arecvar Ko 1O174), npuswagenny Mis CROHOMPOIBHTKY
Vrpatw, 3a xenradiraniinas pomepon UATR.101.
Cepragivay pinnoripuocri TVexmiuwonmy permamenty
Woxo mMenuwsanx pupobin X UAI01.MD.6.8897-21.00
sin 19.1 L2021 pewy, aic a0 18.11.2026 powy.

decording to paragraph 16 of the Techyie
Medical Devices, for wiwling the conformity mark of the

mansfacinrer was  provided the procedure of  conformity

3

o Regulations for

asSesSment i qecordance with the Procedure for istersal control
which is ser oug i dnwex 8 to thie Technical
deal Devices appwoved by Resohaion I of

Regudations for M
G218 2013 e 733,

The 0y assessment procedure was corvied owt by the

conformity assessmerd body of the Ulkraimion Stave Assaciation

&)

7

Agency of Ukratne (certificate No 10174), appuinted by the
taistry of Eoonomic Development of Ukraine, wnder the
identification number U4, TR.101.

Certificate of conformity to the Technical we

{ations of medical
devicey N UAJOLMP.6.O897-21.00 dated 319112021 vedid
wirddl 18.11.2426.

<

Tepmin mil Mexunaparii 1po

BUTTORIIRICTS Ho 18.11.2025
The volidity of the Declaration of T I811.2026
cengformity

KEHT CA. zesnapye BHKOHAHHS CONOBHAX BHMOT ONO MEHHIHOTD supoly 3rianc
TexiiyHore pernasMeHTy MONe MeXHuHHX RHpOHIB, 3arRepmxencro locTamonex Kabinery
MiricTpis Vipabtaw sig 02 mopran 2013 . Ne 753,

HELP SA declares the fulfillmesy of basic requivements for medical dev
Teeknical Regulations vr medical devices approved by the Cabinet
Octobey 2013 No. 733,

fve according o the
fof Ministers of Ulkraine Decrea of 82

Aexnapania craanesa iy simosinaanicrs supobauxs,
The declaration is made under the responsibility of the manufaciarer,

Miee saaasi Artia, Upenis Tara pamewifminrmcy 22.11,2020
Y

Plage of isswe Attiki, Grezce Diote of issuweisigning
Higrmue voossesareunt ocobn Hawsa novaan, 1ib

Stonaturaof A

Position, Fafl aame

Prasident & CEQ Evangelos Fekkax
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XEJI C.A.
Ceprudikar signosianocti GMP ans Xenn: 97350/13-8-2024; Ceprudikar
EN 1S013485:2016

Micuesnaxomkenns: Byn. Banaopirtoy, 10, 14452 Meramopdosic ATTika, h ml P!
[peiis Pl
Ten.: +30210-2815353, 2843479 g)*\() m

Micue BupobuuuTsa: IMenini loaninon, 45500 loanina, 'peuis
Ten.: +3026510-92054, 92143

BIJUIIJI KOHTPOJIIO AKOCTI
CEPTH®IKAT AHAJII3Y

Hara: 20/11/2024 Bunyueno [Tepesipeno:

JL. T'ianniMapac E. TcaGonarinoy / 1. Bisza
Kon: 2.20.0593.13 3aTBEpAKEHO: Ha 3aminy:

B. Hakoy 2.20.0593.12
TpoaykT: BarinansHi cyno3uTopii 3 rianypoHosoio knciorow «PEBITAKCA®»
[Tapris Ne: 593115 Hara supobu.:  2025/11

Bukopucratu no: 2028/11
Ceprudikar signosiznocti: UA.101.MD.6.0897-21.00 Tepmin xii no: 18/11/2026
Po3mip naprii: 10000 kop.
Poamip ynakosku: Br* 10 BariHajibHUX CYNO3UTOPiiB

BnacrusocTi Cneundirxauii PesyabTaTu
Onuc BarinanbHi cynosuTopii Big 6inoro 1o Bianoginae
maiixe 6i10To Kobopy
Inenrudikauis TTosnTueHuii IR [lo3nTuBHKIA
AnbsrepratuBHmii: BEPX
Kinbkicue BuznavyeHHs INianypouosa kucnora: 90,0-110,0% 101,5
OnHopianicts Bianosiauo no Esp. ®apm. (2.9.40) Binnosinae
J030BaHKX OIMHH b
Cepenns Bara 2,0r+5%(1,90-2,10r) 2,0
Posnan Makec. 30,0 xs. 11,0
MikpoGionoriumi 3aranbHa KilbKicTh MiKpoopranismis: <10
JOCTiKEHHS maxc. 10 KYO/r
3aranbHa KiJibKicTh APHKIKIB Ta <10
nuicenesux rpubis: makc 10' KYO/r
Pseudomonas aeruginosa: BiaCyTHICTb/T BiacyTHi
Staphylococcus aureus: BiacyTHICTB/T BincyTHi
Candida albicans: BiacyTHicTH/I BigcyTHi

YmoBHK 36epiraHHn / TpaHCMOPTYBaHHA: B 3aXMLLEHOMY Big CBIT/I1a Ta g)Kepes Tenia micui npu
Temnepatypi He Buuge 25°C

«Unm niareepaxyio, Wo HasegeHa BuLie iHGOPMAaLLis € aBTEHTUHHOIO Ta TOUHOI. Lia napTis npoaykTy 6yna
BUPOBNEHa/BUTOTOB/IEHA, BKIOYAIOUM NAKYBAHHA Ta KOHTPO/b AKOCTI Ha BULLE3a3HaYEHUX AINbHULAX Y
nosHii signosigHocti 3 EN 1SO 13485:2016»

[JaTa aHanisy/sunycky: 25.11.2025 / 25.11.2025
YnosHoBaxeHa ocoba 3 BUNYCKy RapTii:
lotonia biza (YnoBHoBaxeHa ocoba):

MAnUC wevvirivnncieanee.. aTaz 25.11.2025
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|HELP S.A.
{Certificate of GMP compliance of Help : 97350/13-8-2024 ; Certificate EN 18O 13485:2016
1Offices: 10, Valaoritou str, 144 52 Metamorphosi Attiki, GREECE h \/ i

Tel.: +30210-2815353, 2843479 th(mQCGUtiCQIS
Site address: Pedini loanninon, 45500 loannina, GREECE ETT S

Tel.: +3026510-92054, 92143

QUALITY CONTROL DEPARTMENT [
CERTIFICATE OF ANALYSIS

DATE: 20/11/2024 ISSUED BY CHECKED BY
D. GIANNIMARAS E. TSABOLATIDOU/ L BIZA
CODE : 2.20,0593.13 APPROVED BY REPLACES
V. NAKOU 2.20,0593.12
Product Vaginal suppositories with hyaluronic acid «REVITAXA®» Mnf. Date:  2025/11
Batch No: 593115 Exp. Date:  2028/11
Certificate of Conformity : UA.101.MD.6.0897-21.00 Valid until: 18/11/2026
Batch Size: 10.000 boxes
Package Size: Bt*10 vaginal suppositories
PROPERTIES SPECIFICATIONS RESULTS
|DESCRIPTION White to off-white vaginal suppositories Complies
Efl':)‘”]i«.i‘\J’I'IF[C_ATION ........ T
Positive
Alternative : Positive by HPLC
ASSAY ................. Hyaluronic acid : 90.0-1100% | 1015 |
L‘;E{I;SRMITY OF DOSAGE According to Eur. Ph. (2.9.40) Complies
AVERAGE WEIGHT | 20g +5% (190-2.10g) 20
bISINTEGRATION T 110 .................................
MICROBIOLOGICAL TESTS | Total acrobic microbial count : max 10%fu/g | 0
.................... Tom R —— 101Cfu‘/g\................... o
..."1'33811.4101;;)‘71.(15 aeruginosa : absence / g Absence
Stﬂphymw&;‘; e ab.;gnce/ o Abbmce ...........................
Cundida albicans : absence / g ‘ Absonce

ISTORAGE/ TRANSPORTATION CONDITIONS : Keep away from light and heat and at a temperature not more than 25°C
"I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above mentioned sites in full compliance with EN ISO 13485:2016"

Date of analysis/ release: 25.11.2025 / 2511720257

Batch release authorized person

.3
‘§ £
L
i
H

I
v Daté : 25,11,2025
W/t /







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:
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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.
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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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Hazsa oocaum, ITHE: Hpesugent ta Uenepanpauit

Fosition, Full name: President & CEQ, Fvangelos Zekkas
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JRKHAPALIDT PO BIAHOBITHE TS Ne UATR75301
DECLARATION QF CONFORMITY ¥o LATRIS301

apoay Rl suMoram Texsiguore periave

WOXO Megpuuny supotis, scall sarsepmmenntt

noesranoroo Kabinery Minicrpis Vepsdus sig 02 wmowvas 2013 p, Ne 753

products to the requivements of 1

Bapebax
Mugheturer

Mione supotuusa
Meonfacturing site

Haspa mejgranes sapoby
Name of Medical device

Kuacudixanls saonuaysnmx
semsr sapodng
Mediond devices classifivativ

VHOBHOBOKCHUN HPOATTABHUK B

Vipainth
Authorized Represeniative i

hraine:

OWITKE

BIATORLEOCTL
Conformity dssessment Procedyee;
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Ceebinel of Miiste

sical vegulation on medicol devices appvoved by the Décrer of the
& of Lraing on 02 Qctober, 2013 under No. 733

XEJE CAL

pyia. Banacpiroy, 10, 144 81 Meramophozic Avrixn, Upenia
HELP 8.4

18, Valaoritow aie,, 14432 Metamuoefosi Attiki, Greevs

XEMT CA.

Henimi Joagainon, 485640 loanuina, ponix
HELF 54,
Peding focominon, 43300 fowswving, Greece

Barinameni cynossropil 3 riaaypononon Kusiorars
«Peniramca®y

Vawingd suppositories with fvaluronic ecid s Revitara®s
Bavipsasnuil rens 3 rhuyponoson xueaorow «Pepiraxes®
reamn

Vaginad gel with hyalvronic acid «Revifuxa® gely

waae Ma orimmo 3 nysaxrom 1Y Homarwy 2 Toxwigoro
DECEAMSHTY MO0 MeiruHik supolis, sxud sareepioresuit
nocramosoo [KMY sin 02,10.2013 p. Ne 753
class Ha, according to point 13 of dunex 2 of Technicad regularion
coricerning wmeglical devices uppraved by the Decree of the CMU

p

en 02102813 No. 753

Tovapuerso 3 odvexenow piaToRasLHLTIO
«YHIBEPCAJTLHE AVEHTCTBD «IPO-DAPM A»
sy WNepesary, 6y 9, odie 20, Kaip, 83178, Vrpaiua
Limited Liability Company " UNIFERSAL AGENCY "PRO-
PHARAMA T

Peremogy siveet, ¥, gffice 20, Eyiv 83176, Ukraine

Irizso 1 10 Texulynore perimaMesty 0N MeIHYEux
BEPpoDIR,  UB MAPKYRAIHS  3HAKoM  BLUoBixsocT
supobruroym Oyne 3a0e3eveR0 TIPOBSTEHNT HpEOUSHYPH
oitiHKY sinosipoct! sinoniue xo Hopsuey suiftenenus
BRVIPLUIAROIO  XKONTpoa  supoluMirsa MeMHYREX
pupodis, axul swowazeno B Jomarxy 8 o Texsimmoro
';_}ii’-}‘iii’ii\éﬁﬁ'f}’ IO MeARYHMX Bi’»i}}(}@i?}r JATHRCRIKLHEAND.
sarpepRenult nocrasoporo KMV Bin 02, 10,2013 p. Ne 753,

MpoTenypy ONINKH BUTTORIHOCT HPOBCASHE OPrapoM 3
ouinky  pianoeluwoer:  Mepwmammmy yrpalucerum
o enmamaany QIOGJHTEXMERD,  axpeapronanmmd
Hardowaneunn  arepmoreoM 3 axpemirandl  Yepaing
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{arecvar Ko 1O174), npuswagenny Mis CROHOMPOIBHTKY
Vrpatw, 3a xenradiraniinas pomepon UATR.101.
Cepragivay pinnoripuocri TVexmiuwonmy permamenty
Woxo mMenuwsanx pupobin X UAI01.MD.6.8897-21.00
sin 19.1 L2021 pewy, aic a0 18.11.2026 powy.

decording to paragraph 16 of the Techyie
Medical Devices, for wiwling the conformity mark of the

mansfacinrer was  provided the procedure of  conformity

3

o Regulations for

asSesSment i qecordance with the Procedure for istersal control
which is ser oug i dnwex 8 to thie Technical
deal Devices appwoved by Resohaion I of

Regudations for M
G218 2013 e 733,

The 0y assessment procedure was corvied owt by the

conformity assessmerd body of the Ulkraimion Stave Assaciation

&)

7

Agency of Ukratne (certificate No 10174), appuinted by the
taistry of Eoonomic Development of Ukraine, wnder the
identification number U4, TR.101.

Certificate of conformity to the Technical we

{ations of medical
devicey N UAJOLMP.6.O897-21.00 dated 319112021 vedid
wirddl 18.11.2426.

<

Tepmin mil Mexunaparii 1po

BUTTORIIRICTS Ho 18.11.2025
The volidity of the Declaration of T I811.2026
cengformity

KEHT CA. zesnapye BHKOHAHHS CONOBHAX BHMOT ONO MEHHIHOTD supoly 3rianc
TexiiyHore pernasMeHTy MONe MeXHuHHX RHpOHIB, 3arRepmxencro locTamonex Kabinery
MiricTpis Vipabtaw sig 02 mopran 2013 . Ne 753,

HELP SA declares the fulfillmesy of basic requivements for medical dev
Teeknical Regulations vr medical devices approved by the Cabinet
Octobey 2013 No. 733,

fve according o the
fof Ministers of Ulkraine Decrea of 82

Aexnapania craanesa iy simosinaanicrs supobauxs,
The declaration is made under the responsibility of the manufaciarer,

Miee saaasi Artia, Upenis Tara pamewifminrmcy 22.11,2020
Y

Plage of isswe Attiki, Grezce Diote of issuweisigning
Higrmue voossesareunt ocobn Hawsa novaan, 1ib

Stonaturaof A

Position, Fafl aame

Prasident & CEQ Evangelos Fekkax
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