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ICertificate of analysis & compliance “M
= " 3 Dﬂlﬂ'dt
Gellic intime gel ol I
Trade Names  Gellic Montavil Ges.m.b.H.
Size: P20g Production date:  15.07.2023 Mﬁggm&; #
Lot Size; 10000 pes, Expiry date: 2028-07
Batch no.: 773 Country of manufacturer; Austria
Dosage form:  gel 20g in tube Manufacturing license: 480347
Mol
No Test Method ~ Nominal /Limit  Specification Result
10 App-e.aran::e Visual, cluar colourless and odourless complies
organoleptic gel
20 pH-value Ph.Eur. curr. 6,0 { 55 - 65 ) B0
ed, 2.2.3
40 Viscosily Ph.Eur. curr. 3200 ( 2800 - 3800 mPas ) 3214
ed., 2.2.10
60 Identity Ph.Eur. curr. ed., retention time and DAD- complies
Chlorhexidine 2229 spectrum comply with reference
dihydrochloride standard
a4 Assay Ph.Eur. curr, 10,0 {( 80 - 1.0 mgMidg ) 10,0
Chlorhexidine ed, 2.2.29
dihydrochloride
80 Total aerobic Ph.Eur. curr, 200 { - 200 cfulg ) 5
microbial ed., 2.6.12
couni{TAMC)
100 Total combined Ph.Eur. eurr, 20 { - 20 cfulg ] 5
yeasts/moulds ed. 2.6.12
count{TYMC)
1o Pseudomonas Ph.Eur. curr. ed., complies
aeruginosa 2613
120 Staphylococcus Ph.Eur. curr. ed., complies
aureus 2613
13 Candida albicans Ph.Eur. curr. ed., complies
26.13

Batch records, raw data, external certificates, expiry g
The analysed batch complies with the release specificad
@ The balch is released.

EC-DenIaraHun of confarmity

Crualified poarso

| according annex |l of the Council Directive $3/42/EEC and 2007/47 onncerning medical devices

| We, Pharmazeutische Fabrik Montavit Ges.m.b.H., Salzbergstralie 96, A-G067 AbsarmiTiral

| declare under our sole responsibility that the product meets the provisions of the Council Directive 93/42/EEC
and 2007/47 concerning medical devices which apply to i,

Procedure: SOP-AP 205410

28.07.2023

MAP  VOSIAVO 01

Date / Signalure
Page 1 of 1

Pharmazeulische Fabrik

Montav1t

Geselischall nul Daschsankier Hafiun

N067 Absam / Tirol

Or, Dirk Steinmann



Montavit

Pharmazeutische Fabrik

Mexnapauis npo signosianicrs Ne 1 g'{:’”;a““ ?e?mé%""
(Declaration nformity No.0/l ) alzbergstrabe
e of conformisy A-6067 Absam/Tirol

Tel.: +43 5223 57926
Fax: +43 5223 57926 11
pharma@montavit.com
www.montavit.com

Haiea supoby:
Name of medical device:

Bupobumne:
Manufacturer;

¥nosuosakenuii npeacTaBHNK B
Yrpaini:

Authorized representative in Ukraine:

Knacndikauin:
Classification:

[Mpoueaypa ouinkn sianoeianocri:
Conformity Assessment Route:

Tepmin aif nexnapauii npo
BianosiaHicTs

Validity term of declaration of
conformiy

\/ Datum:

lenik, 3Bonoxyounii reas 109 inTuMuoro lacrocysanus (Tvba 20r)
Gellic®, intimare lubricant (20 g tube)

Pharmazeutische Fabrik Montavit GmbH,
Salzbergstrasse 96, 6067 Absam, Austria
Papmaueymiue Padpix Monmasim I'niX,
3aeydepammpacce 96, 6067 AGzaw, Ascmpin

TOB «Kpatin Mearexnixan,

04107, M. Kuis, Byn. BarrosyTisceka, Gya, 17-21, Vipaina
Ten.: 0 800 21-52-32

Enexrponna nowra: uarep@cratia.ua, €IPTIOY: 38670845

LLC "Cratia Medtekhnika™

04107, Kyiv, Baggovutivs ‘ka Str. 17-21, Ukraine
Tel: 0800 21-52-32

E-mail: varep@cratia.ua, USREOU Code: 38670845

Knae I (srinko Mywkry 9 Jlomatky 2 Texmiunoro PErTaMeHTy WoIo
MEIHYHHX BHpoDie, sateepawenoro [loctanosolo Kabinery MinicTpin
Vipainu Ne733 sin 2 worrna 2013 poky)

Class I (according to ltem 9 Annex 2 of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers af Ukraine No733 an 2
October 2013}

Monatox 8, TeXHIYHOTO PErmaMeHTy oo MeamHIx
Bupodie, sateepasetoro [NocTanosoo KaGinery

Minictpis Vipainn Ne753 gin 2 wontns 2013 p.
Annex 8, of Technical regulation on Medical devices 4/
approved by Decree of Cabinet of Ministers of

Lkraine Ne733 an 2 October 2013

no 31-01-2024 p.
wntif 31-Jan-2024

| Aexaapauis npo sianosianictn Ne 1
Declaration of conformity Nol

g 06.04.2020

06.04.2020 Version: 3 Page of 1 of 2

Penakuin: 3 Cropinka 13 2 J

\/ Firmenbuch Innsbruck FN 45525z
UID ATU 30984101



Montavit

Pharmazeutische Fabrilk
Montavit Ges.m.b.H.
SalzbergstraBe 96
A-B067 Absam/ Tirol

Tel.: +43 5223 57926
Fax: +43 5223 57926 11
pharma@montavit.com
www.montavit.com

\/ Datum:

Dapmaueytime dpabpix Mourasir F'méX ACKIApYE BHKOHAHHA OCHOBHHMX BHMOI LUONO MEAWMHOTO BHPOGY,
sriano Jonatky | Texuiumnoro PEFIAMENTY LOL0 MeaudHuX BUPOGis, saTeepasenoro lMocranosoro KaBinery
Minictpie Vipainn Ne 753 pin 2 woetHa 2013 p.

Pharmazeutische Fabrik Montavit GmbH deciares the fulfillment of basic requirements for medical devices,

according to Annex 1 of Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of
Likraine Ne753 on 2 October 2013,

Jara ninnucy: 06 04 2020p.
Date of signing: 06 " Apr 2020

Haspa nocanu. I'eHepansuuii anpektop,
(116 Kpictian CyitHep
WPosition, General manager,

J Full Name Christian Suitner

Jdexaapauin npo slanosianicrs Ne |
Declaration of conformity Nol

Jata: 06.04.2020 Peaaruin: 3 Cropinka 2i32 |
Drate: 06.04.2020 Version: 3 Page of 2 of 2 |

\/ Firmenbuch Innsbruck FN 455252

UID ATU 30984101
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Montavit

Pharmazeutische Fabrik
Montavit Ges.m.b.H.
Salzbergstrafie 96
A-6067 Absam/Tirol

Tel.: +43 5223 57926
Fax: +43 5223 57926 11
pharma@montavit.com
www.montavit.com

Jexnapauia npo gignopiauicrs Ne 1
(Declaration of conformity No.0I )

Haapa supoby:
Name of medical device:

BupoGnnk:
Manufacturer:

Ynosnonamennil
npeactasung 8 Yicpalini:
Authorized representative in
Ukraine:

Knacndikauin:
Classification;

Mpouenypa ouinkn
sianosinnocTi:
Conformity Assessment
Route:

Tepmin ail acwnapauil npo
sianopianicTs

Validity term of declaration
of conformity

\/ Datum:

Feanik, 3nonomyounil reas ana inTumnore sacrocysannn (Tyla 20r)
Gellie, intimare lubricant (20 g tube)

Pharmazeutische Fabrik Montavit GmbH,
Salzbergstrasse 96, 6067 Absam, Austrin
Papaayeyminie dabpiv Monmaaim FawiX,
Janvybepaumpacce 96, 6067 AGzam, Ascmpin

TOB «Kpatin Mearexuikan,

04107, m. Kuis, syn. BarrosyTrisceka, Gya. 17-21, Yrpaina
Ten.: 0 800 21-52-32

Enexrponna nomra; uarep@ecratia.ua, €JIPTIOY: 38670845

LLC "Cratia Medtekhnika'

04107, Kyiv, Baggovurivs ‘ka Str, 17-21, Ukraine
Tel.: (0 800 21-52-32

E-mail: warep@eratia.wa, USREOU Code: 38670845

Kaae 1 (arigno Tynkry 9 Hoparky 2 Texniudoro pernaMmedTy WOAD MEANMHUX
supolin, sateepmxenoro [Moctanosoio KaGinery Minictpin Yrpainn Ne753 pin 2
#onTha 2013 poky)

Class I {according to frem 9 Anpex 2 of Technical regufation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne733 on 2 October 2013)

Jloaarok 8, TexuivHoro pernaMenTy WoNo MeaHyHIX Bipofis,

saraepmkeroro [Mocranonoio KaGinety Minictpis Yrpainn Ma753 sin
2 wostia 2013 p,

Annex 8, af Technical regularion on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Aexnapauia npo sianosiomicTs Na 1
Declaration of conformity Nol

Penakuin: 2
Version: 2

Cropinka 132
Page of 1of 2

\/ Firmenbuch Innsbruck FN 45525z

UID ATU 30984101



Montavit

Pharmazeutische Fabrik
Montavit Ges.m.b.H.
SalzbergstraBe 96

! A -B067 Absam/Tirol

! Tel.: +43 5223 57926

' Fax: +43 5223 57926 11

| pharma@maontavit.com
www.montavit.com

|
\/ Datum:;

| Dapmaueyriwe pabpic Monrapit I'mGX ABKAAPYE DHKOHAHHA OCHOBHHX BHMOr WIOZO MEaNYHOrO oipoly,

' ariano Josarky | Texuinnoro PEFAGMENTY wiono meawinux supobis, sarsepmxenoro Mocranomoio KaGinery
Minicrpia ¥xpainn Ne 753 sin 2 scootin 2013 p.

| Pharmazeutische Fabrik Montavit GmbH declares the Sulfillment of basic requirements Jor medical devices,
according to Amnex | of Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers af

| Ukraine No753 an 2 October 2013,

I INNSBRUCK, AM ¢ 5. Aug. 2019 Hata nignucy: 29 07 2019 p.
Date of signing: __?er Jul 2019

I Hassa nocamu, ITIB  I'enepansumii aupexrop, Hp.

| [Tigmue ynoswonaytenof o

Ocpansn Maep
erson Position, Full General manager, Christian
Name Suitner

Pra@ulische Fabrik

Montavit
Gesellschalt mit beschrankter Hattung

6067 Absam / Tirol

l

L
Aexnapauin npo sianonianicr, e | [Tara: 29.07.2010 Peparuin: 2 Cropinka 22
Declaration of conformity Nol Date: 29.07.2019 Version: 2 Page of 20f 2

\/ Firmenbuch Innsbruck FN 45525z



iy

BRZ:1822/2019

Die Echtheit der Firmazeichnung der Pharmazeutische Fabrik Montavit
Gesellschaft m.b.H. mit dem Sitz in der politischen Gemeinde Absam und der
Geschiftsanschrift 6067 Absam, Salzbergstrafie 96, durch Herrn Christian Suitner,
geboren am 17.04.1966 (siebzehnten April neunzehnhundertsechsundsechzig), 6401
Inzing, Brechtenweg 26, als Geschiftsfiihrer wird bestétigt.

Weiters bestitige ich, dass die Partei erklirt hat, dass sie den Inhalt der Urkunde

kennt und deren Unterfertigung frei von Zwang erfolgt.

Auf Grund der heute vorgenommenen Einsichtnahme in das elektronisch gefiihrte
Firmenbuch bestitige ich gemdf Paragraph 8% (neunundachtzig a) der
Notariatsordnung, dass Herr Christian Suitner als Geschiiftsfiihrer am heutigen Tag
berechtigt ist, fiir die im Firmenbuch des Landes- als Handelsgerichtes Innsbruck zu
FN 45525 z eingetragene Pharmazeutische Fabrik Montavit Gesellschaft m.b.H. mit
dem Sitz in der politischen Gemeinde Absam selbstindig rechtsverbindlich zu

zeichnen.

Innsbruck, am 05.08.2019 (fiinften August zweitausendneunzehn).

Gebiihr in Hhe von € 14,30 entrichtet.

Mag. (FH) Mag,. Stefan Krulis
als bestellter Substtut des Gffentlichen

Notars Dr. Bernhard Fritz

mit dem Amissitz in Innsbruck







NEKJIAPATIS ITPO BUIHOABUTHICTE Ne 1/
DECLARATION of CONFORMITY N: 1

Bupoonnr/Manufacturer:
Pharmazeutische fabrik Montavit GmbH., Salzbergstrasse 96, 6067 Absam, Austria /
®apmaneyrime ¢padpixk Monrasit 'M0X, 3ansubeprirpacce 96, 6067 AGzam, ABCTpis

NIATBEP/URYE, 100 MeAHYHH BHPi0 Bkazauni Hx4ye/ declare that medical device listed below

Knac pusnky/ Risk class:
I, srinHo Joaarky 2 TexHIYHOro pernaMeHTy LoAo MeuuHux BHpoOis Ne 753 Big 2.10.2013 poxy/
[ according to Attachment 2 of Technical Reglement for medical devices No. 753 from 2.10.2013

AKHH BUTOTOBAACTLCA HA /which Is manufactured at:
Pharmazeutische fabrik Montavit GmbH., Salzbergstrasse 96, 6067 Absam, Austria /
GapManeyrie (padbpik Monragit I'M6X, 3ansnbeprinrpacce 96, 6067 Abzam, Apcrpia

anpeca BHpOOHHUOro Manganunky/address of manufacturing site:
Pharmazeutische fabrik Montavit GmbH., Salzbergstrasse 96, 6067 Absam, Austria /
Dapmarneyrime (padpik Mouraeit I M6X, 3ansubeprinrpacce 96, 6067 AdzaM, ABCTpis

BiInoBiga€e BHMoramM TexHIYHOTO periaMeHTy 100 MeHYHHX BHpoOiB, 3aTBepm:keHoro IocTaHoBOIO
Kabimery Minictpie Ykpainn Bin 02.10.2013 Ne753/ complies with the requirements of Technical
Reglement for medical devices which was approved by the Cabinet of Ministers of Ukraine dated

02.10.2013 No.753
TexHiuna qoKyMeHTanis Ha MeIH4HI BHpOGH po3pobiieHa Ta BIIpoBaKeHa/

Technical documentation for medical devices has been developed and implemented

YNOBHOBAKEHHH HpeJcTABHHUK BHpoOHHKA B YKpaini/Responsible representative of manufacturer in
Ukraine: TOB "®apmareiit”, 01023, M. Kuis, By:. ITewepcrkuii y3eiz 8, odic 89, Ykpaina

tea. +38 (044) 303-96-98,

B 0c00i: JInpekropa Teranu Ssopeekoi (zrimHo Hororopy Bix 10.08.2017)

LLC “Pharmagate”, 1023, Kyiv, 8 Pechersky uzviz, office 89, Ukraine

is represented by: Director Tatyana Yavorska (according to Agreement since 10.08.2017).

BinnoeiganbHICTE 32 AOCTORIPHICTE HagaHot tndopmanii Hece BUpOOHUK/
Manufacturer is responsible for authenticity of the provided information.

English name of
REF/KatamomH i product modiﬁt:,atiogs [.Tkrai{]ian name of pro dl{Ct |
HOMEp /Hazsa mogndikamii modifications /Hazpa moandixanii Class/Knac
‘I BHPOOY AHIIIHCBKOIO BHPOOY YKPaiHCBKOK MOBOK)
’ MOBOKW)
Gellic, | I'enmix,
- intimate lubricant (20 g | 3BONOKYIOUHiT TeNb JUTK IHTHMHOTO I
. tube) | 3acrocysauns (Ty6a20r)

MDapmaricyTiie dhadpix MorTasiT 'MOX ;;‘;‘; -

Pharmazeutische Fabric Montavit GmbH ** QOPM/ r""f;, \ |
- ) -
CHCPAILHHH THPEKTOp/ M RIS a ::- £l] af,‘p/])r Oswald Mayr

gz:z:gl 111113;1; gaer (s1gnature/miarm; ic, surname/TTIb)

am*a.a zuiische Fabrik

samg¥t © N @ v it 10082017

Geselischait mit beschrinkt ter Haltung ~ (1aTa/date)
6067 Absam /7 Tiro!

01/08/2022



