FARMINA Sp.zo.w,
30-721 Krakéw, ul. Lipska 44
Zawiar w Mysiericach
w1, Cegiglskiego 2
b, L7 2 Ay 12 378 38 62
NIP: 675-001-35-58 -1-

nice, dn. 07.08.2024 r.
neHie, 07.08.2024 p.

CERTYFIKAT ANALITYCZNY Nr 1525/2024/M
CEPTUDIKAT AHATI3Y Ne 1525/2024/M

Nazwa produktu: cyno3nTopii Barinaanui Heonpobio
Hazpa npoayKry:

Producent: Farmina I.td, 44 Lipska str., 30-721 Krakow, Poland
BupoGHuk: :

Autoryzowany przedstawiciel:  TOB “€BPOJEK-YKPATHA" 08320, Kuiscbra 0611, Bopucrinscuiuii p-,
VrosroRKeyWi peacTasnuic ¢ Benika Onexcanapiska, syl Bopucninsckka, 7
Nr serii: 47550
Ne cepif:
Termin waznosei: 07.2026
Tepmin IPUAATHOCTI TPOAYKTY:
Data zakonczenia badan: 05.08.2024
Jara saxindyeHHI aHanizy:
Badanie Wymaganie Wynik
Amnanis Bumory Pesynsrar
Globutki w ksztakcie torpedy, barwy jasno
z0lej do z0to-szare], z mozliwymi
marmurkowymi wytraceniami o stabym
Postac, wyglad specyficznym zapachu surowcow Zgodny
dopma, 30BHILIHEIA BUITIAL Barisanssi cymosutopil y Gopmi Topneau, Bianosinae
KONBOPY 3 ACHO-MORTOTO [0 XOBTO-CHPOID,

MOJMUTHB YTBOpeHRSA CXOKI Ha MapMyp 3t
cabum crieundidarM 340aX0M CHPOBHHH.

Srednia masa preparatéw

jednodawkowych 0d2,28do2,52¢ '
Cepejs Maca OIHOTOZ0BHX 3228 102,52 T 243
npenaparis

Masa globulki miesci si¢ w granicach & 5%

obliczonej érednicj masy. Masy jednostkowe

dwdch globulek moga réznié sig od Sredniej
Jednolitodé masy preparatow r:g‘;) 0 wigeej niz 5%, ale nie wigee) miz 0
jednodawkowych ’ ) o Zgodny
O HOPLTHICTH MACH OIHOTO30BHX Maca BariHAILHOIO CYI103WTOPII0 MICTHTECS o O LG

B MeKax nopmn + 5% obpaxosaHot
cepearnoi mack. OAHEUHHI MACH ABOX
pATIHANBHAX CYNOZUTOPITE MOXKYTE
BimpisuaTHCS BiX cCepeiHbol Mack Ha Ginbiue

Hix 5%, ane ne Dinswe 10%.
Jr o CEF

4/{. ox L 14{9[

penaparis



czopkw i globulek

zp : Nie\wigccj niz 60 min

Lia.c posmaty cynosuropiis iearinanbEux B e 605
cynosuTopiia
Od3,0do 4,5

H i ! 3.4
b 33,0 10 4,5 |
Zawartosé ogélnej liczby bakterii z
rodzaju Lactobacillus >0 CFU/24 ¢ 14 % 10°

: 4 x

3mict saranbhof kinskocti Buy Gaxrepici > 107 KVO/ 24
Lactobacitlus

Produkt koficowy zgodny z wymaganiami specyfikacji nr SPM-PK-0025.
Kinuernit npoayky pianosinae sumoram cnetndikanii Ne . SPM-PK-0025.

1

...07.082024.... fugdn.,  Bwsey

Data i podpis
Hara i nigrme
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DECLARATION OF CONFORMITY
No. 39/19-1

of the medical device — Neoprobio vaginal suppositorics

to the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet of
Ministers of Ukraine on 02 October, 2013 under No. 753)
Manufacauwer:
name: Farmina Ltd
address: 44 Lipska str., 30-721 Krakow, Poland
Tel.: +48 12200 90 00
E-mail: centrala@farmina.pl

whose Authorized Representative in Ukraine is:
name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911
Telfax: (044) 223-25-57

E-mail: info@eurolek.com.ua

Medical devices classification: Class I, according Lo point 13
of Annex 2 of Technical regulation concerning medical
devices.

The products Iis accompanied by the conformity mark:

¢
According to the point 18 of Technical regulation concerning
medical devices, for abovementioned marking, conformity
assessinent procedures was performed according to the
Procedure of the internal control of the medical devices
manufacturing as referred to in Annex 8 to Technical
regulation concerning medical devices,

The abovementioned devices comply with the requirements
of the national, European and international regulations and
standards 1which are listed in the Annex | 1o this Decluration
af conforuiiy.

Declaration of Conformity valid from 26.11.2019 o
23.11.2024.

Further Annex are an integral part of this Declaration of
conlormity:
dAnnex Dwith the list of national, Evropean and international
regilations and standards.

This declaration of confornity is issued under the \'ole
responsibifity of the manufacturer. i f\ £
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MEQUUHO20 GUPODY ~ cynoan'ropn parinaubui

BHMOIAM ’1"exniuuoro PErRAMEHTY LIONO MEHU
BHpoGin (ki sarsepaermit Nocranosowo Kadit
Minicrpis Ykpainn oig 02 wostHs 2013 p. Ne 75
Bupotuux:
rafimenysanns: Oapaina JTra
anpeca: synJlincoka 44, 30-721 Kpaxos, [Tossuia
Ten.: +48 12 290 90 00

L-mail: centrala@farmina.pl

Ynoanosancenuit npedemasuus ¢ Yipaini saxozo ¢:
natmenyaaus: TOB «€BPOJIEK-YKPAIHA»
adpeca: 08320, aya. Kopucninvesa, 8y0. 7, ¢. Beauxka
Quexcandpiara, Bopucniauconudr paion, Kuiseora 0di.,
Vepaina

CAPITOY 42753911

Teathane: (044) 223-25-57

E- nowuna: info@ewrolek.contua

Kaacudpixayin saznauenux sedwux supodis: Knac 1 ariano

3 nynkrom 13 Joparky 2 TexsiqHoro pernasenry oao
ME/HIX BUPOGiB,
Ipodyrijins cynposodieye shar ¢ionogionocni:

&

Jrianoe n. 18 TeXHIMHOrO PernaMeHTy (A0 MEeAMUHHN
BHpoOiB, MM sa3uaueHoro Mapkysanis 6ysio safesncucno
NPOBCUCHIS NPOLICAYPH OUIHKHY BUTIOBIAHOCTL, BUUTOBIRHO
fo  THopaarky  suificHeHHs  BHYTPIUINLOrO  KOWTPORIO
BHpOGHMUTBA  MeansHux  supobin, akuil ButaneHe
Honatky 8, no Texuiunoro persamenty ILOA0 MEAMUHIX
BHpobis

3asnaueni BUPOBH BIANOBIAQIOTL BHMOIAM HALLIOHANbHMX,
CBPONCHICLKHK T  MIKHAPOAMUX  HOPMATHBIIO-1IPABORHX

AKTIB TA cTaMmapTis, skl wageoeni ¢ Jodamry 1 oo danoi

Heraapayii npo aionosiOnicnn.

Hexaapanis npo signosignicrs aifera 1 26.11.2019 p. oo
25.11.2024 p.

Hesig'emuoto  uwactimoio  pawol
gianosinnicrs € HacTynHRi [osarok:
Hodamor 1 3 nepeaicost Rauionaasnux, ceponeiiceruy ni
Atidicuapoonux HOPMANTUGHO-PUBOGUN arkmie ma
CNAROAPNNG.

Lo derapayis npo gidnosionicms sudana nio ausnoany
Qq g);ww@(z AbHICING BUPOGIUKA,

Hexnapawii  npo

2 ]
JAEKIAPALSE ﬂPO Bl}.U'IOBIZIH‘I%ﬁb«an IS

E0a 42753911

Wojcicch Swiderski 1
CEQ / Tenepaanunit sjupextop
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*%ng “k«?w;fi‘ ! Anne\ I to Declaration of conformity No. 39/19-1
. a
. % = logaror 1 po Meraapauiy npo sianosinnicrs No, 39/19-1

ovs

List of national, European and international regulations and standards /
llcpcuu( HALIOHAMBHIX, EBPONCHCHKUX Ta Ml)Imde AHHX HOPMATHBHO-[IPABOBHX AKTIN Ta
cTauAapris

e JCTV EN I1SO 14971:2015 Bupotu semurni, Hacranoss niozo YNpasninng pusukos (BN
ISO 14971:2012);

o JICTY EN ISO 15223-1:2018 3acobu Meanunot Texniky, Yvonni HOBHAKH HA CTHRETKAN
3aco0is MeaMYHOT TEXHIKH, MaproBauna ra 06os’a3koni sizomocri. Uactuna |, 3arasmi
susory (EN [SO 15223-1:2016, 1SO 15223- 112016, Corrected version 20 17-03):

o JCTY EN 1041:2015 Bupo6u memm i, Indopmants, sicy nanae suposiuk. (EN 1041:2008
+A1:2013);

e PN EN ISO 10993-10: 2015 Biological evaluation of medical devices - part 10: tests for
irritation and skin sensitization (ISO 10993-10:2010) - BupoBu smeanuni, Ouiuka Sionoriugol
Al Memux Brpobis. Yactuua 10, Jociukens OAPA3HIOIOOT Ta ceHeubinizyionor i

FEARMINA,
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DECLARATION OF CONFORMITY
No. 39/19-1

of the medical device - Neoprobio vaginal suppositories

to the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet of
Ministers of Ukraine on 02 October, 2013 under No. 753)
Manufacturer:
name: Farmina Ltd
address: 44 Lipska str., 30-721 Krakow, Poland
Tel.: +48 12 290 90 00

E-mail: centrala@farmina.pl

whose Authorized Representative in Ukraine is:

name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911
Tel /fax: (044) 223-25-57
E-mail: info@eurolek.com.ua

Medical devices classification: Class I, according to point 13
of Annex 2 of Technical regulation concerning medical
devices.

The products is accompanied by the conformity mark:

&
According to the point 18 of Technical regulation concerning
medical devices, for abovementioned marking, conformity
assessment procedures was performed according to the
Procedure of the internal control of the medical devices
manufacturing as referred to in Annex 8 to Technical
regulation concerning medical devices.

The abovementioned devices comply with the requirements
of the national, European and international regulations and
standards which are listed in the Annex 1 to this Declaration
of conformiry.

Declaration of Conformity valid from 26.11.2019 to
25.11.2024.

Further Annex are an integral part of this Declaration of
conformity:

Annex 1 with the list of national, European and international
regulations and standards.

This declaration of conformity is issued under the sole

HEKJIAPALIIA ITPO BIATIOBIZHICTH
No. 39/19-1

MeOUuH020 6upody — cynozuTopii Barinaabni HeonpoGio

BUMoOram TeXHIYHOrO periaMeHTy 1010 MEAHYHHX
BHpOGiB (sKuii 3aTBepmKeHmii [TocTaHoBolo KaGiHeTy
MinicTpis Ykpainu Bia 02 xoBtHs 2013 p. Ne 753).
Bupobuux:
HaiMenyBaHHA: Papwmina JlTa
anpeca: Byn.Jlinceka 44, 30-721 Kpakos, [Tosbiua
Ten.: +48 12 290 90 00
E-mail: centrala@farmina.pl

Vnoenosasicenuii npedcmasnux ¢ Ypaini axoeo e:
naimenyearnns: TOB «€EBPOJIEK-YKPAIHA»

aopeca: 08320, eyr. Bopucninsceka, 6y0. 7, c. Beauka
Onexcandpiera, bopucninbevruil pation, Kuiscoka ooi.,
Yxpaina

€APHOY 42753911

Tex./ghaxce: (044) 223-25-57

E- nowma: info@eurolek.com.ua

Knacugirayia sasnavenux meouunux eupobie: Knac | sriano
3 myHktoM 13 Jlopatky 2 TexHi4HOro persaMeHTy woao
MEIHYHHX BUPOOIB.

TIpooykyiio cynpo6oodicye 3HaK 8i0nogionocmi:

3rinHo n. 18 TexHiuHOro perfameHTy WoA0 MEeAHYHMX
BMpOOiB, /U151 3a3HaueHOro MapkyBaHHs Gy10 3abe3neueHo
MPOBEAEHHA NPOLELYPH OLIIHKH BiANOBIAHOCTI, BiAMOBIAHO
Ao Tlopaaky 3AiliCHEHHS  BHYTPIWIHLOIO  KOHTPOJIO
BMPOOHMUTBA MEAMYHWUX BHUpOGIB, AKWH BUKIAZEHO B

Honatky 8, 10 TeXHIYHOro perjaMeHTy LWOAO MEAMUHMX
BUpOGIB

3azHayeHi BUpPOOM BIANOBINAIOTL BUMOraM HalliOHAJbHHX,
€BPONEHCHKMX Ta MiXKHAPOAHMX HOPMATUBHO-NPABOBHX
aKkTiB Ta CTAHAAPTIB, ki Haseoeni ¢ [odamxy | oo oanoi
Hexnapayii npo sionosionicme.

Hexnapauis npo sianosianicts ificka 3 26.11.2019 p. oo
25.11.2024 p.

Hegin’emHol0  wacTuHOWO — aaHol
BiZNMOBiAHICTL € HacTynHuii Jlonarok:
Hooamox 1 3 nepenikom nayionaibrux, €poneiicokux ma
MIJCHAPOOHUX — HOPMAMUGHO-APABOBUX — akmie  ma
cmanoapmis.

Hexnapauii  npo

responsibility of the manufacturer. FAF

REidNedigurbricmy cupobHuka.

Ll dexnapayis npo eionogionicme euoana nio GuRIOUNY |
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Annex 1 to Declaration of conformity No. 39/19-1
Honarok 1 g0 dexaapauii npo Bignosianicts No. 39/19-1

List of national, European and international regulations and standards /
[lepesik HalliOHATBHUX, €BPONEHCHKNX Ta MIXKHAPOJHUX HOPMATHBHO-MPABOBUX AKTIB Ta
CTaHapTIiB

o JICTY EN ISO 14971:2015 Bupo6u mMexnuni. Hactanosu mono ynpaeniass pusnkom (EN
ISO 14971:2012);

o JICTY EN ISO 15223-1:2018 3acofu meauuHoi TexHiKn. YMOBHI MO3HAKH HA eTHKETKAX
3aco0iB MeIMYHOI TEXHIKH, MapKoBaHHs Ta 000B s3K0Bi Bisomocti, Yactuua 1. 3araabhi
BumMoru (EN ISO 15223-1:2016, ISO 15223-1:2016, Corrected version 2017-03);

e JICTY EN 1041:2015 Bupobu memuuni. Indopmanis, sxy nanae supo6uuk. (EN 1041:2008
+A1:2013);

¢ PN EN ISO 10993-10: 2015 Biological evaluation of medical devices - part 10: tests for
irritation and skin sensitization (ISO 10993-10:2010) - Bupo6u Meauuni. Ouinka Gionoridmoi
aii meguunux BupoGis. Yactuna 10. JlocaikenHs noapasHiolodol Ta cencubinizyiouoi aii

FARMINA 7
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