OPT'AH 3 OLlIHKM BIAMOBIOHOCTI
TOB «[JOCIIAHUV MEOUYHUWN LIEHTP CEPTUDIKALLIT»

I18enmucpikauitinui Homep npuaHa4YeHozo opeary UA.TR.126
Hakasn MiHicTepcTBa eKOHOMIYHOro PO3BITKY | Toprieni YkpaiHu
BiA 06.03.2018 p. Ne320 Ta Big 11.12.2019 p. Ne723

CEPTU®DIKAT BIAITOBITHOCTI
Certificate of Conformity

Ne UA.TR.126 753 24 200 01

Bupobnux/Manyfacturer: Uriach Italy S.r.l. / Vpiax Imaui C. DL

Anapeca / Address: Assago Milanofiori Strada 1, Palazzo F6, 20057 Assago (MI),
Italy/ Accazo Minanoghiopi Cmpada 1, Hanayyo @6, 20057 Accazo
(M), Imanisn

Y10BHOBAKEHHI Tosapucrso 3 00Mexeno10 BiamopixatbuicTIo «BYCT ®APMA»/
npeacrasauk B Yipaini/ LLC “BOOST PHARMA”
Authorized representative: By, Bacunnkiseska, 30, M. Kuis, 03022, Yxpaiua / Vasylkivska str.,
30, Kyiv, 03032, Ukraine
+38 (095) 9073792, info@boost-pharma.com.ua
Kox €/IPIIOY 44107410

Mpoayxuis / Product: Barinauabnuil cnpeii-rens KOJIBIIO®IKC / Vaginal Spray Gel
COLPOFIX
[lepenix mexmunnx BupoGiB 3asHauennit y Jomatky Ne 1, mo e
HEBiJI’EMHOIO YaCTHHOIO I[HOTO Ceprudikary signosigaocti/ The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

Binmosinae Bumoram /  TexHIYHOrO peryiaMeHTy INOAO MEIMUHHX BUPOOIB (3aTBEpIIKEHUH

Conforms with Ilocranosoto KMV Bix 02 sxoBtHs 2013 poky Ne753)/ Technical

requirements of: regulation on medical devices (approved by Decree of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)

[poueaypa Texuiunoro Jlonarox Ne7 — 3abesneuenus (QyHKIIOHYBAaHHS CHCTEMH YIIPABITIHHS

pernamenty / Technical  sxictio npoaykuii / Annex 7 — Producttion quality assurance system

regulation procedure

Hoparkosa indopmanist / Tlepertik BUPOGHUYHX iNBHUIG BKA3aHMil y Honmarky No2, mo €

Additional information:  HeBiZ’€MHOIO YaCTHHOK LBOTO Ceprudixary Biguosignocti / The list
of production sites indicated in Annex2 which is the integral part of
the Certificate of Conformity.

v

Pimenns/Decision: Ne 200-01 Hikicunit 3/Effective date: 28.03.2024

T
Hara supayi/lssue date: 28.03.2029 14°AU L™ Hittcauit no/Expiry date: 27.03.2029
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Director SN CEPTHSIKAL

Aunpnpiii YEKAJITH/
Andrii CHEKALIN
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Ceprudikar YUHHHIA 38 yMOBH NPOXOMICHHS lué{fé‘;a ‘%?@E& ro ayauTy /
The validity of the Certificate of Conformity can be checke contacting Certification Body.
The certificare is valid subject to annual surveillance audit,

Hnanicrs ceprudixary BIANOBIHOCTI MOYMHA Tie 4, . b J10 OPrany 3 OLIHKH BIANOBILHOCTI.
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CTomea 133 Ceprudinania npopyraii
lMposynok Xotkesuya 'HaTa, 2A, m. Kuis, 02094, Ykpaiva - office@dmes.in.ua - www.dmes.in.ua

Ten. +38(044) 2274061 - vop EAPNOY 38197962
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Hoaarox 1/Annex 1
no Ceprudixary Bignorignoeri NeUA.TR.126 753 24 200 01/
to Certificate of Conformity NeUA.TR.126 753 24 200 01

[epenix mexmuanux Bupobis/List of medical devices

HalimenyBanus Haiimenysanns Kon 3a HK
No MeHIHOro BHpoOy MeAnYHoro BHpoby Kaac/| 024:2023/
N yKpaiHCHh KO MOBOKO/ aHnIiicHLK0I0 MOBOIO/ Class | GMDN
Product name in Ukrainian Product name in English Code
| Barz;;a&ﬁ:;nogﬁ?é-reﬂb Vaginal Spray Gel COLPOFIX, Ila 47899
: el 20 ml and 10 vaginal applicators
20 mut Ta 10 BariganbHuX amtikaropis |
Barinansuuii cripeii-rein . ;
Vaginal Spray Gel COLPOFIX
2 : :
i KOHB.HOCDIKC‘ ; . {2x20 ml and 20 vaginal applicators L e
2x20 v 1a 20 BariHaJbHUX AILIIKATOPIB
3 Ba”ﬁ%“ﬁg‘ﬁﬂogfggm" Vaginal Spray Gel COLPOFIX, | o | ,oco0
o T 20 ml and 1 vaginal applicator
20 M1 Ta | BariHaybHEM amuIiKaTOP
Barinansuuit cipeii-rens A
Vaginal Spray Gel COLPOFIX,
4 KOHI.’HO(MEEC’ ; 15 mI and 1 vaginal applicator Bs L
15 mut Ta 1 BarinanpHui ammikaTop

5‘\‘" H“mq 0%
G N o

Hupexrop/
Director

Anapiik YEKAJIIH/
Andrii CHEKALIN

i IASAIMGY S ke HIH“‘\US;
i ‘5’\\:{‘1;93‘35? /ﬁbo

Hara sunaui/Issue date: 28.03.2024 *zf‘}" "’W?ﬁ,}ﬁ’?

Honarok | niicunii npu nassHocti Ceprudikaty sianoeinnocti NeUA.TR.126 753 24 200 01/
Annex 1 is valid with Certificate of Conformity NeUA. TR 126 753 24 200 0]

Cropinka 2 33
Mposynok Xotkesuqa MHata, 2A, micto Kuls, 02094, Ykpaida - office@dmes.in.ua - www.dmcs.in.ua -ten: -+368(044) 2274061
kog ELPTIOY 38197962 - |aentudikauiitnuil Homep npusHadeHoro opraHy UA.TR.126




Aonarox2/Annex 2 HHIAM MELAYHIA
a0 Cepradixary sinnosipnoeri NeUA.TR.126 753 24 200 01/ 5TP CEP
to Certificate of Conformity NeUA.TR.126 753 24 200 01

Mepenix Bupobumunx ginsuuns/ The list of production sites

L. Uriach Italy S.r.1. (Assago Milanofiori Strada 1, Palazzo F6, 20057 Assago
(M), Italy)

2. FARMADERM Cosmetici Naturali snc di Lugano Linda e Mazzoni Marco
(Via Einstein, 35/6, 50013 Campi Bisenzio (FI), Italy)

3. Laboratoris Feltor, S.A. (Roques Blanques, 3-5, Pol. Ind. Moli de les Planes,
08470 Sant Celoni (Barcelona), Spain)

1,
3
o

Jlupexrop/ b gl Anppiii YEKAJIIH/
Director A epriaiRALT Andrii CHEKALIN
R

Jlara Bupaui/lssue date: 28.03.2024

Honarok 2 aiiickuit npu nassHocTi Ceprudikaty sianosignocti NeUA.TR.126 753 24 200 01/
Annex 2 is valid with Certificate of Conformity NeUA. TR, 126 753 24 200 01

Cropinka 333
Mposynok XoTkesuua MHara, 2A, micto Kuis, 02094, Yipaina - office@dmes.in.ua - www.dmes.in.ua -ten: +38(044) 2274061
kog EAPNOY 38197962 - ineHTndikauintui HoMep npusHadeHoro oprawy UA.TR.126




HEKJIAPAIISI ITPO
BIAITIOBITHICTH
BUPOBIB MEJINYHUX
22 mpaena 2024

Mu, pupobuux YPIAK Itani C.p.n.,
KOMIAHis,  3apecCTPORAHA  BiATOBIZHO
3aKoHoZaBcTBa Itanii 3a agpecoro:

Accaro Minanogiopi Crpaga 1, Hamauuo @6,
20057 Accaro (MI), ITanis

Jis)

B ocobi YIOBHOBAKEHOTO IIpeICTABHHKA
Bupobuuka B Vkpaini (3rigmo JloBipenocTi Big
09.04.2024):

ToBapucTBo 3 obmesxenoo simmosinanbmicTIO
«BYCT ®APMA»

PO3TallOBAHOIO 3a aZipecoro;

Ykpaina, 03022, Kwuis, Ionociischkuit paiioH,
Byuus BacumekiBeska, Gyaumnok 30

Ten.: +380959073732,

info@boost-pharma.com.ua,

Kon €JIPTIOY 44107410

B 0C00i 3acTyMHMKa JMPEKTOpa 3 MUTaHb
ekoHOMiuHOTO poseutky Credanisa Bonogmvupa
HmurpoBuya, mo i€ Ha migcTasi Craryry Ta
Hakasy «lIpo moxnamanns ma Credanisa B.J.
BHKOHAHHN O0OB’A3KIB juipexTopa» Ne 42 Big 01
KBiTHs 2024 poKy [iATBEpPIIKYEMO, 1O NPOAYKLIs:

DECLARATION OF
CONFORMITY

OF MEDICAL DEVICES
May 22th, 2024

We, the manufacturer URIACH Italy S.r.1.,

a company incorporated under the laws of Italy
at the address:

Assago Milanofiori Strada 1, Palazzo Fo,
20057 Assago (MI), Italy

represented by the Authorized Representative of
the manufacturer in Ukraine (according to the
Power of Attorney dated 09.04.2024):

LIMITED LIABILITY COMPANY

«BOOST PHARMA»

a legal entity incorporated on the lawa of
Ukraine, legal address:

03022, Kyiv, Holosiivskyi district, Vasylkivska
street, building 30, Ukraine

Ten.: +380959073732,
info@boost-pharma.com.ua,

Identification No.: 44107410

represented by Deputy Director for Economic
Development Volodymyrs Stefaniv, acting on
the basis of on the basis of the Charter and the
Order "On entrusting V.D. Stefaniv with the
duties of the director" No. 42 dated April 01,
2024, we confirm that the products:

| Vaginal Spray Gel COLPOFIX, 20 ml and 10 vaginal applicators /
Barinansuuii cnpeit-rens KOJIBITO®IKC, 20 ma ta 10 BariHAJILHUX arulikaTopis

Vaginal Spray Gel COLPOFIX, 2x20 ml and 20 vaginal applicators /
Barinanbuuit cnpeii-reis KOJIBITO®IKC, 2x20 Mt ta 20 Barinaisuux arnikaTopis

Vaginal Spray Gel COLPOFIX, 15 ml and 1 vaginal applicator /
Barinaneuuii cripeii-rens KOJIBITO®DIKC, 15 Ma Ta | BariHaIbHux aruTiKaTopis

KJac norenniiitnoro pusuxy Ila,

SIKA BATOTOBJISIETECS HA BUPOOHHYHX JUILHHAIIX,
PO3TalIOBaHKX 34 aJIpecaMu:

potential risk class Ila,

manufactured at the production sites located at the
following addresses:

1. Uriach Italy S.r.l. (Assago Milanofiori Strada 1, Palazzo F6, 20057 Assago (M1), Italy)

2. FARMADERM Cosmetici Naturali sne di Lu

50013 Campi Bisenzio (FI), Italy)

gano Linda e Mazzoni Marco (Via Einstein, 35/6,

3. Laboratoris Feltor, S.A. (Roques Blanques, 3-5, Pol. Ind. Moli de les Planes, 08470 Sant Celoni

(Barcelona), Spain)

Bignosinae sumoram Texmiuporo peraaMeHTy

meets the requirements of the Technical

HWoA0 MeaHYHHX  BHpodiB_ Ne 753  in

Regulation on_ Medical Devices No. 753 dated




02.10.2013 p. (TP). Jlonatok 3. 3abe3nedeHus

02.10.2013 (TR). Appendix 3. Ensuring the

OVHKIIOHYBAHAS __ KOMILICKCHOI _ CHCTeMU

functioning of an integrated quality

yHpaBJiHAA SKICTIO

TexHiuna JAOKYMEHTALis Ha MeJMJHuN BUPIO
pospolyicHa,  BIpOBa/pKeHa  Ta  BIANOBiJaE
BAMOraM  TeXHIYHOrO  pernamMeHry  IIoao
MEIMUHAX BHPOGIB, 3aTBEPIPKEHOr0 NOCTAHOBOIO
KaGinery Minicrpis VYkpaimu Big 02.10.2013
Ne 753

Ceprudirar pinmonianocti Texmiunoro gaitny
BHAAHO OPI'AHOM 3 OIIHKH BinnoBianocTi
TOB «Jlocaianaii MeAHUHHH HEHTP
ceprudikanii»

Ne UA.TR.126 753 24 200 01
Bix 28.03.2024 p.

Jlexnapanist cKiajeHa y BIANIOBIAHOCTL [0 BAMOT
Texuiygoro  pernaMeHTy  IIOAO0  MEJAMYHMX
BHpPOGIB, 3aTBEpIUKEHOro mocraHoBow Kabinery
Minicrpis VYxpainu Big 02.10.2013  Ne753.

BifmosijansHicTs 3a JAOCTOBIpHICTH  HaXaHOI
indopmatlii Hece BUPOOHUK.
Texwidna JOKYMeHTais 3  IATBEPKEHHA

BiAMIOBIAHOCTI 30€piracThes 3a aapecoro: YKpaina,
03022, Kwuie, [onociiBcbkuM paloH, ByIHOs
Bacumskiseeka, Oyauaok 30

Tepmin aii mexnapanii: HeoOMeKeHuH

Horomxeno YPIAK Itam C.p.a.

LLC «BOOST PHARMAY - Authorized
Representative in Ukraine

TOB «BYCT OAPMAY - YII0BHOBaKEHUH
Mpe/IcTABHUK BUPOOHUKa B Y KpaiHi

Deputy Director for Economic Developmer
3acTYIHMK JMPEKTOPa 3 NHTaHb
E€KOHOMIYHOTO PO3BHTKY

management system

The technical documentation for the medical
device has been developed, implemented and
meets the requirements of the Technical
Regulations on Medical Devices approved by the
Cabinet of Ministers of Ukraine dated 02.10.2013
No.753

Certificate of conformity of the technical file
issued by the Notified body Research Medical
Center of Certification ltd

Ne UA.TR.126 753 24 200 01
issue date 28.03.2024 .

The Declaration is drawn up in accordance with
the requirements of the Technical Regulations on
Medical Devices approved by the Cabinet of
Ministers of Ukraine dated 02.10.2013 No. 753.
The manufacturer is responsible for the accuracy
of the information provided.

The technical documentation for conformity
assessment is kept at the following address:

30 Vasylkivska Street, Kyiv, Holosiivskyi district,
03022, Ukraine.

Validity of the declaration: unlimited

Agreed by URIACH Italy S.r.L

Volodymyr= Stefaniv
B.J1.Credanis



Mod. 11-1a Rev. 01 del 01/2021

CEPTU®IKAT BUITYCK CEPII URIACH ITALY srl
Hazea npoaykry: Colpofix Ukraine / Konsnodixe Yipaina
1.481 yn. ans npoaasy, 4.985 yu. B sikoeTi 3paskis

Howmep cepii: X008

Hara supodonuuTsa: 25.07.2024 Tepmin npugaTHocTi: 07.2027

Croeundixanin Pesyiabrarn

| TIpoToko KOHTPOJIIO cepil Bianmosimae Bianosigae

Ceptu(ikar 9K0ocTi Bignosinae Bianogigae

Ceprudikar MikpoOiosnoridHoro Binmosinae Bianosinae

aHaNi3y TOTOBOT'O IPOAYKTY

Bumyck cepii BHpoOHHKOM Biznosinae Bianosinae

KonTpoms sxocti Binbopy 3paskis 8 yIaKoBOK Bianosinae

Bepudikarist BuGipku:

3IMIHH] Jani;

Bropunna ynakoska (kopobka)

[lepBunHa yrakoBka

HUIICHICTD: Binmosinae Binmosinae

Bropunna ynakoska (Kopodxa)

[TepBunna ynakoBka Binmosinae

- Jlana cepis Oysa BUrOTOBJIEHA BiANOBIAHO 10 cranaapty 1ISO13485.

- Cepis He Mae BIJIXHIIEHb, 5KI MOXYThb BIUIMHYTH Ha fKicTh, Oe3neky ado

e(heKTUBHICTE MIPOJYKTY.

KonTpoas 3aiificueno: Jlrouis Maprinanuo, MeHeKep 3 AKOCTI

Bunyck (1rozuaure BignmoBigny ranouxy)

Accaro, 16.09.2024

Hionuc

[ v

Ho3eoeno

He 0o360n1en0




Mod. 11-1a Rev. 01 del 01/2021

CERTIFICATO DI RILASCIO/BATCH RELEASE URIACH ITALY srl

Nome prodotto/Name of the product. Colpofix Ukraine 1,481 pieces for sale, 4.985 pieces for
samples

Lotto n./Batch n.: X008
Data produzione/Production date: 25/07/2024

Data scadenzalExpiry date: 2027/07

Specifiche/
B m_e Risultati/results
specifications
Controllo Batch record/ batch record control Conforme/ compliant Conforme/ compliant
Certificato Analisi CQ/certificate of analysis CQ conforme/ compliant Conforme/ compliant

Certificato di analisi microbiologiche sul prodotto

conforme/ compliant

sampling

finito/microbiological analysis certificate on the Conforme/ compliant
finished product
Certificato Rilascio interno produttore | conformel/ compliant ,

; Conforme/ compliant
terzo/manufacturer’s batch release
Campionamento confezione per controllo/ CQ 8 confezioni

Conforme/ compliant

| Verifica sul campione di/check:

dati variabili su:

Confezionamento secondario/ secondary packaging
(astuccio)

Confezionamento primario/ primary packaging
Integrita su:

Confezionamento secondario/ secondary packaging
(astuccio)

|

| Confezionamento primario/ primary packaging

|

Conformel compliant

Conformel compliant

Conforme/ compliant

— The batch has been manufactured in accordance with [S013485.
—~ The batch is not affected by deviation that could impact quality, safety or efficiency of the product.

Controllato da/ controlled by: Lucia Martinazzo Quality Manager

Rilasciolrelease (barrare la voce che interessa)

Assago, 16/09/2024

Vhok.

X}
AutorizzatQ/ Non Autorizzato/ not
Authorizpd authorized

72N




OPTAH 3 OL{IHKW BIAMOBIOHOCTI
TOB «JOCIIAHUA MEOUYHUN UEHTP CEPTUDIKALLIT»

I0eHmudhikauitnu HOMED npusHadetozo opeary UA. TR. 126

Hakasn Minicrepcraa ekoHomMiyHoro posBuUTKY | TOPriBni Ykpaitu
8ia 06.03.2018 p. Ne320 Ta sig 11,12.251 9 pF., Ne723 4

CEPTU®DIKAT BIJITOBIIHOCTI
Certificate of Conformity

Ne UA.TR.126 753 24 200 01

Bupoouww/Manufacturer; Uriach Italy S.r.L. / Vpiax Imani C p.a.

Anpeca / Address: Assago Milanofiori Strada 1, Palazzo 6, 20057 Assago (MI),

Ltaly/ Accazo Minanogiopi Cmpada 1, Hanayyo @6, 20057 Accazo
(ML), Imanis

Yuosnosamennii Tosapucrso 3 06meskeno10 BinmorinaLHicTIO «BYCT ®OAPMA»/
apeacrasuuk g Yrpaini/ LLC “BOOST PHARMA”
Authorized representative: ByJ. Bacuiexiscska, 30, M. Kuis, 03 022, Yxpaiua / Vasylkivska sir.,
30, Kyiv, 03032, Ukraine
+38 (095) 9073792, info@boost-pharma.com.ua
Kop €APTIOY 44107410

Hpoayweuist / Product; Barinanuuuii enpeii-rems KOJILIIO®MIKC / Vaginal Spray Gel
COLPOFIX
Hepenix mexnunux supobis sasnavenmii y Homarky Ne 1, mo e
HCBII’€MHOIO YaCTHHOIO LBLOI'O Ceprudiary nijnosignocti/ The list
of medical devices indicated in Annex 1 which is the integral part of

 the Certificate of Conformity

Binosinae sumoram /  Texuiunoro PEITIAMEHTY LIOLO Meununux supoGis (3aTneprokeHwii

Conforms with [locranosoro KMY six 02 sxostas 2013 poky Ne753)/ Technical

requirements of: regulation on medical devices (approved by Decree of Cabinet of
Ministers of Ukraine No753 dated October 02, 201 3)

Ipouenypa Texniunoro Jlonarox Ne7 — 3aGesneuenns dynxnionysasus cucremu ynpasninns

pevaamenty / Technical  sxicrio npoayxuii / Annex 7 — Producttion quality assurance system

regulation procedure

Homarkosa indopmanis / Hepenik BUpoGuMUNX AlMbHHLGL BrasaHuil y Honarky Ne2, o e

Additional information:  HeBix'€MHOI0 YACTHHOIO LBOTO Ceprudikary sianosignocri / The lise
of production sites indicated in Annex2 which is the integral part of
the Certificate of Conformity.

)

<
Q
=
L
&
L]
(&)
L
@)
Ao
38
bt
Q
Q)
LU
=
S
=
7
ey
P e
5
S
9
x
g
i
Q
=
Ll
<
E
N

Pimenns/Decision: Ne 200-01 Hidicnuit 3/ Effective date: 28.03.2024
Hara Bujavi/Issue date: 28.03.2{9@@ :F"l’?? % ! Hidicunit jo/Expiry date: 27.03.2029
%?\\/)f}_aocm;nn«;‘;ix?@ : P i
Aupexrop/ E‘i"/f"”@gfi” /3' Anapii YEKAJIH/
Director —m“’f ﬂiP!KMi’ T8 5 Andrii CHEKALIN
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Ceprndiar Sumimi 5a yMoBis npoxouieniis oL %{Mﬁ O ayanry /
e validiy of the Certificate of Conformity can be checte Y comtacting Certification Body.
The certificate is valid subject to annval surveillance audit.
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Honarox 1/Annex |
A0 Ceprudixary signosignocri NeUA. TR.126 753 24 200 01/
to Certificate of Conformity NeUA. TR, 126 753 24 200 01

Hepenix Mexmanux supo6is/List of medical devices

Hailimenysanns Ss HalimMenynanus o | Koj 3a HK
. MeJHUHOro BUPOGY MEAHYHOro BUPOGyY Kiac/| 024:2023/
a YRPATHCLKOI0 MOBOKO/ | AanrifcbLKRo0I0 MOBOIO/ Class | GMDN
" Product name in Ukrainian _Product name in English ) Code
i’ 'B‘“”‘Eg‘;gﬁ'o‘igﬁ‘z‘é“w Vaginal Spray Gel COLPOFIX, | || o
= ¥ A : 20 ml and 10 vaginal applicators ' B
120 ma ta 10 BariHaTsHRX anJuxaTopi
Barinajmnmit cripeii-ress T . F e 4
2 | KOJIBITO®IKC, o Bl Spray Ol COLPORIX, |y | Looo0
| 2x20 ml and 20 vaginal applicators
2x20 »1 ta 20 Barinaubumux aluIKaTOPIn
I
' Barinasn anii cupeii-rens ;
Vaginal Spray Gel COLPOFIX
: 4 99
. KOJ“?HO(DIKC’ ; 20 ml and 1 vaginal applicator Ha e
20 M Ta 1 parigansuui arIKarop L
£ Barlﬁg;‘;gﬁ%ﬁﬁ?gi’em Vaginal Spray Gel COLPOFIIX, Ila #7556
. e E . 15 ml and 1 vaginal applicator
15 it Ta 1 Barinamnuuit amikarop - x:'i{nn,‘_% i
»\\.' i TFfa

«cfrlz‘ﬂ’z'pr “

Hupexrop/ K
', . C_?‘Pl‘ _‘*‘FIKQI_J_JI g;a Andrii CHEKALIN

Director

Homarox | picHui npu Hasskocti Ceprudikary ianosinnocri NeUA. TR, 126 753 24 200 01/

Annex 1 is valid with Certificate of Conformity MUA. TR. 126 753 24 200 01

Cropinka 2 3 3

J Auapili YEKAJIH/

Mposynor Xotiesuua Niara, 24, micto Kuia, 02094, Ykpaina - office@dmes.in.ua - www.dmes.in.ua -ven: +38(044) 2274061

kof CAPTIOY 38197962 - laeHmudikatitinin HOMEP NPUSHAYEHCTO oprady UA. TR.126




Hoparox2/dnnex 2 e <
#0 Cepragircary sianosigmocri NUATR.126 753 24 200 01/ R
to Certificate of Conformity NeUA.TR. 126 753 24 200 01 e =

Hepenix Bapotmuny minexaus! The list of production sites

L. Uriach Italy S.r.l. (Assago Milanofiori Strada 1, Palazzo F6, 20057 Assago
(M), Italy)

2. FARMADERM Cosmetici Naturali snc di Lugano Linda e Mazzoni Marco
(Via Einstein, 35/6, 50013 Campi Bisenzio (FI), Italy)

3. Laboratoris Feltor, S.A. (Roques Blanques, 3-5, Pol. Ind. Moli de les Planes,
08470 Sant Celoni (Barcelona), Spain)

WRRLSTY e
‘;@Cg':?,v:\m/:‘?’bh
STGMPATHA T,

.. gl

@é”’. DHMANE B
Mupexrop/ ,Ffvgc*flﬂ;{;‘;%’ Jiﬁ Aunapiik YEKAJIIH/
Director 2 ennaikaiifSd  Andrii CHEKALIN
; 8
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Honatok 2 ailichui npu nassnocti Cepridixary sianosianocri NeUA.TR. 126 753 24 200 01/
Annex 2 is vatid with Certificate of Conformity NelUA. TR. 126 753 24 200 04

Cropinka 3 3 3 .
" - H Ly t#laTa S e — 0 ¢ . e Ly G-T
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AEKJIAPALIS [TPO
BIINOBIHICTE

BHPOBIB MEIUYHUX
22 mpaeus 2024

Mpu, Bupo6rux VPIAK Yrasai C.p.a.,
KOMIManist,  sapeectposana BIANORIHO
sakonozaectea Itami 3a ajpecojo:

Accaro Mimanodgiopi Crpaza 1, Nanauno g,
20057 Acearo (MI), Irasisn

B 0co6i YHIOBHOBOKCHOTO

09.04.2024):

Tosapucrso 3 odMeRenow BIANOBI AL HiCTIO
«bYCT ©GAPMA»

PO3TAlIOBaHOIQ 34 &ﬂpCCOIOI

Yxpaina, 03022, Kuis, I' OJIOCIIBCHKHI  paiion,
BYJIHIY Bacuibkirerka, Gy aumox 30

Ten.: +380959073732.
info@boost-pharma.com.ua.

Koa €JIPTIOY 44107410

B 0c00l  3acTymHHKa

JUPEKTOpa 3 [IHTAHD

CKOHOMIuHOTO possutky Credanisa Bonoumupa

Amurposnua, mo mie wa migcrasi Craryry ta
Haxasy «llpo noknazanms ma Credanisa B.JI.
BHKOHAKHHS 0008’ 13KiB aupexTopay Ne 42 pix 01
KBitna 2024 poky niaTBEpIIKY€EMO, MO TPOAYKIA:

Ao

UPEJICTARH KA
BupoOHuKa B Yipaini (srimio Jlomipenocti Big

DECLARATION OF
CONFORMITY

OF MEDICAL DEVICES
May 22th, 2024

We, the manufacturer URIACH Italy S.r.1.,

a company incorporated under the laws of Italy
at the address:

Assago Milanofiori Strada

1, Palazzo Fo,
20057 Assago (M), Italy

represented by the Authorized Representative of
the manufacturer in Ukraine (according to the
Power of Attorney dated 09.04.2024):

LIMITED LIABILITY COMPANY

«BOOST PHARMA»

a legal entity incorporated on the lawa of
Ukraine, legal address:

03022, Kyiv, Holosiivskyi district, Vasylkivska
street, building 30, Ukraine

Ten.: +380959073732.
i11f0@b005t-nharma.com.ug,

Identification No.: 44107410

represented by Deputy Director for Economic
Development Volodymyre Stefaniv, acting on
the basis of on the basis of the Charter and the
Order "On entrusting V.D. Stefaniv with the
duties of the director” No. 42 dated April 01,
2024, we confirm that the products:

!'_\’agiilal Spray Gel COLPOFIX, 20 ml and 10 vaginal applicators /

| Barinaneuni cupefi-rens KOJNBITO®IKC, 20 v 7a 10 BAriHaIbHUX AILTKATOPIR

| Végina! Spray Gel COLPOFIX, 2x20 ml and 20 vaginal applicators /

| Barinanbuuit cnipeit-resn KOJIBITO®IKC, 2x20 Mt Ta 20 RariHaibHUX amlilcamp_i B
- Vaginal Spray Gel COLPOFIX, 15 ml and 1 vaginal applicator / 5
| Barinanpuuii cripeii-rens KOJIBIHO®IKC, 15 M ta | parinansiux arutixaropis

KJe norenniinoro pusaxy Ila,

AKA BUTOTOBIAETRCS HA BH]’)OGHHLLHX I{iﬂbHHll}iX,
PO3TALIOBAHKMX 3a aJipecamMu;

potential risk class Ila,

manufactured at the production sites located at the
following addresses:

I. Uriach Italy S.r.ls (Assago Milanofiori Strada 1. Palazzo F6, 20057 Assago (M), ltaly)

2. FARMADERM Cosmetici Naturali snc di Lugano Linda e Mazzoni

50013 Campi Bisenzio (F1), Italy)

Marco (Via Einstein, 35/6,

3. Laboratoris Feltor, S.A. (Roques Blanques, 3-5, Pol. Ind. Moli de les Planes, 08470 Sant Celoni

(Barcelona), Spain)

Bianosinac suvoram Texniunoro peryiaMentTy

meets the requirements of the Technical

Woso  menuyuunx  puHpodis_ Ne 753 gin

Regulation on Medical Devices No. 753 dated




Mod. 11-1a Rev. 01 del 01/2021

CEPTU®IKAT BUITYCK CEPIf URIACH ITALY srl
Hassa npoaykry: Colpofix Ukraine / Kousbmodikxe Yrpaina
3988 ym. past npopazky

Homep cepii: X012
Mara BupoGnunTea: 18.10.2024

Tepmin npugaTnocti: 10.2027

Crenudiranis PesyabraTn
lIporokon KoHTposmo cepii Bianosinae Biguosinae
Ceprudikar sxocri Binnoginae Bianosinae
Ceprudikar Mikpobiosoriuaoro Bignorinae Biarosinae
aHaJIi3y 'OTOBOTO TIPOLYKTY
Bunyck cepii Bupobunxom Bijnosinae Binmosinae
KonTposs sxocti BinGopy 3paskis 4 ynaxoBKu Bianosigae

Bepudikauis uGipku:
3MIHHI JIal;
Bropunna ynakoeka (kopo6ka)

[Meppuima ynakoska
LJICHICTE:

Bropunna ymaxorka (kopo6ka)
[lepeunna ynakosxa

Biamosigae

Bianosigae

Bignosinae

- Mana cepis Gyna Burorosiesa Bianosiano 1o craggapry ISO13485.

- Cepis He Mae BiIXMJIEHb, SIKi MOXYTh BIUIAHYTH Ha SIKiCTh, Oe3neky a6o

e()EeKTUBHICT IPOAYKTY.

KonTpous 3aificneno: JTrouist MapriHauuo, MeHemKep 3 SKOCTI

Bunycx (nosnaure Bignosimny ranouxy)

Accaro, 18.11.2024

[Tionuc

| v

Jo3eoneno |

He 0o3eo0nteno




Mod. 11-1a Rev. 01 del 01/2021

CERTIFICATO DI RILASCIO/BATCH RELEASE URIACH ITALY srl
Nome prodotto/Name of the product: Colpofix Ukraine 3988 pieces for sale,

Lotto n./Batch n.: X012
Data produzione/Production date: 18/10/2024

Data scadenzalExpiry date: 2027/10

Specifiche/
specifications

Risultati/results

Controllo Batch record/ batch record control

Conforme/ compliant

Conforme/ compliant

| Certificato Analisi CQ/certificate of analysis CQ

conforme/ compliant

Conforme/ compliant

Certificato di analisi microbiologiche sul prodotto
finito/microbiological analysis certificate on the
finished product

conforme/ compliant

Conforme/ compliant

Certificato Rilascio interno

terzo/manufacturer’s batch release

produttore

conformel compliant

Conforme/ compliant

Campionamento confezione per controllo/ CQ

sampling

4 confezioni

Conforme/ compliant

Verifica sul campione dilcheck:

dati variabili su;

Confezionamento secondario/ secondary packaging
(astuccio)

Confezionamento primario/ primary packaging
Integrita su:

Confezionamento secondario/ secondary packaging
(astuccio)

| Confezionamento primario/ primary packaging

Conformel compliant

Conformel/ compliant

Conforme/ compliant

— The batch has been manufactured in accordance with 1SO13485.
— The batch is not affected by deviation that could impact quality, safety or efficiency of the product.

Controllato dal controlled by: Lucia Martinazzo Quality Manager

Rilasciolrelease (barrare la voce che interessa)

Assago, 18/11/2024

A2

N i
Autorizzato/ Non Autorizzato/ not
Authorizpd authorized

/ N
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