FORMIANA Sp.z 0.0,
30-721 irakow, ul, Lipska 44

32-400 M
tel, 12 275
NP 6/6-001-55-56 -1~

Zabidarl w Myélencach
word e, ol H, Cegielskiego 2
LU, fax: 12 378 38 62

CERTYFIKAT ANALITYCZNY Nr 1503/2024/M
CEPTUDIKAT AHATIZY Ne 1503/2024/M
Nazwa produktu: cynosuropil sarinausui Heonpobio

Hassa npopyxry:

Producent: Farmina Ltd, 44 Lipska str,, 30-721 Krakow, Poland

Brpobuux:

$lenice, dn. 07.08.2024 1.
Mucsnenine, 07.08.2024 p.

Autoryzowany przedstawiciel: TOB "€BPOJIEK-YKPATHA" 08320, Kuinceka obn.,Bopueninsebkmii p-n,
Viosuosaxenui npegerasHuk: <. Bennka Onekcangpiska, pyn. Sopueninbeoka, 7

Nr serii: 47549
Ne cepil:

Termin waznosei: 07.2026

Tepmin NPUAATHOCTL TPORYKTY:

Data zakoficzenia badan: 07.08.2024

Hara zaivvenns avanisy:

Badanie
Ananiz

Postad, wyglad
dopma, 30BHILHTH BTN

Srednia masa preparatéw
Jednodawkowych

Cepeans maca OAIHORO30BHX
nperaparie

Jednolitoéé masy preparatdw
Jjednodawkowych

QaHOPIAMICTL MACH OXHOAO3OBUX
MIPCIIapaTie

Wymaganie
Bumorn

Globulki w ksztafcie torpedy, barwy jasno
z6ttej do z0tto-szare), z mozliwymi
marmurkowymi wytraceniami o stabym
specyficznym zapachu surowcdw
Barinansni cynosuropil y Gopmi Topenw,
KOALOPY 3 ACHO-KOBTOTO 40 #OBTO-CHPOTO,
MOYNMB] YTBOPEHI CXOKi Ha MapMyp 3i
cnaluM creLhiuHnm 3a0axoM CUPOBHHLL.

0d2,28do2,52 ¢
32,28m02,52 ¢

Masa globulki miesci sig w granicach + 5%
obliczonej $redniej masy. Masy jednostkowe
dwach globulek mogg réznié si¢ od sredniej
masy o wigcej niz 5%, ale nie wigcej niz o
10%

Maca BariHanbHOro cynosnTopilo mictuThes
B Mexcax HOpMH 5% ofpaxoranol
cepeauboi Macu, OuuanctHl Macy ABOX
BANHANBHAX CYTIOZATOPIB MOKYTh
BIAPI3HATHCH BiJT CEPenHbOl Mack Ha Gibliie
HDK 5%, aie He Ginbwe 10%.

Wynik
Pezynvrar

Zgodny
Bimnorinae

Zgadny
Biznoginae

DLt 2 //%



alil czoplk(éw i glo:l.)?;ulék

Yac posnany cyrnosuropiis 1 parinansaux

CYyNO3NTOPITR

pH

Czystosé mikrobiologiczna
Mixpobionoriuna udcrora
Ogalna liczba drobnoustrojow
tlenowyeh (TAMC)

Beboro aepofuux Mikpoopratismis
(TAMC)

Qgdlna ticzba drozdzy i plesni (TYMC)
3aransui apixoki ta usins (TYMC)

Staphylococeus aureus wlg
Staphylococcys aureus B 1 T.
Pseudomonas aeruginosa wl g
Pseudomonas aeruginosa v 1r.
Candida albicans w1 g
(Candida albicans 8 1 r.
Zawartodé ogblnej liczby bakterii z
rodzaju Lactobacillus

3micT 3aransHOl KiNbKOCT BrAY DaxTepiil
Lactobacilius

Nieobecnodé

Nie wiecej niz 60 min
He Ginpine abx 60 xs

0d3,0 do 4,5
3300045

Nie wigeej niz: 10° CFU/g

(max poziom akeeptacji 2x10* CFU/g)

He Ginbute uixk {02 KYO/ 1.

(MaxcUManbHO npuitnatya Kinnkiors 200 KO /1)
Nie wigee] niz: 10' CFU/g

(max poziom akeeptacji 2x10' CFU/g)

He Giaewe 10' KYO/T.

(MaKkcuManERO pEEtHATHA KinbkicTs 20 KYO/ 1)
Nieobecnosgé

BigcyrHicrs

Nieobecnosé

Bigcyrnicts

Bigcyrnicrs

> 107CFU/2,4 g
> 10" KYO /2,41

Produkt koncowy zgodny z wymaganiami specyfikacji ne SPM-PK-0025,
Kinueeps#t mponykT signopigae puMoraM crcimdixauii Mo . SPM-PK-0025,

Data i podpis
HaTa i nignuc

<10

Nieobecnogé
BincyrtHicTs
Nieobecnogé
Bincyriicts

Nieobecnosé
BiacyrsicTs

1.4% 107
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DECLARATION OF CONFORMITY ,ZIBK'JIAPALUfl’_I’lPO'BlItI"IOBl {%j'\?m!wmqﬂimum"
No. 39/19-1 No.'39/19-1 . :ﬁm 42753914 '

(A g
. o R . . sy ) - s . QW&” ;
of the medical device - Neg probio vaginal suppositories MeQUIH020 Qupody - CynosnTopii sarinannui i%m

o the requirements of Technical regulation concerning srmoras Texuiunoro peraMenTy Wono Meuy
medical dovices (approved by the Decree of the Cabinet of BHpoBin (sxnii sarsepkennit Nocranosow [CaGi

Ministers of Ukraine on 02 October, 2013 under No. 753) Minicrpis Yipaitn pin 02 skontrs. 2013 p.Ne 75
Manufacturer: Bupobiu:
name: Farmina Lid Hakisenysars: Gapaina Jitn
address: 44 Lipska sir., 30-72) Krakow, Poland aupeca: synJlincwia 44, 30-721 Kpaikos, Monbua
Tel.: +48 12 290 90 00 Ten.: +48 12 290 90 00
E-mail: centrala@farmina.pl E-mail: centrala@farmina.pl
| whose Authorized Representative in Ukraine is: Ynoanasaocendi npedcmasiux o Ywpaini axoeo ¢: 3
f name: EUROLEK-UKRAINE LLC naimenysain: TOB «EBPOJTEK-YKPATHA» '
| address: 08320, ul. Boryspilska, building 7, p. Velyka adpeca: 08320, ayn. Bopueninvcoka, 6yd. 7, ¢. Beauna
Oleksandrivia, Boryspil district, Ryiv region, Ukraine Onekeaudpiard, Bopucnizvesrui pation, Kuisevra o6,
Yepaina ?
EDRPOU cude 4275391 CAPHOY 4275391 f
Tel. fax: (044) 223.25.57 » Tewthare: (044) 223.25-57
E-mail: info@ewrolek.com. ua E- nourma: info@eurolek.com.ia |

o Medical deviees classification: Class 1, according to point 13 Knacudivayin sasnavenux veduuuy aupobis: Knae ariano |
af Annex 2 of Techuical regulation concerning medical | 3 nynkrom 13 Honarky 2 Texuiunoro pernasMenTy woao
devices, MEAnYHUX BUPOGin,

The products is accompaiied by the conformity mark: pody«yin CYNPOROIIICYE Fuar siONociOuOemi:

\g N

According (o the point 18 of Technical regulation concerning | 3riguo n. 18 Texuniunoro PETABMEHTY UWO/0 MeAnuMIYX

medical devices, for abovementioned marking, conformity BUPOGIR, s 3asnavenoro MapiyBanua Gyao 1aGesneyeno |

assessment procedures was performed according to the | nposenens npouesypn ouinkY pinnosignoct, 8ianoRimo

Procedure of the interial control of the medical devices | o Hopanky  sailtcnenus BHYTPIUHLONO  kOHTPOMIO

manufacturing as referred to in Annex 8 to Technical BHPOGHHUTEBA  MeaAH MY BHpoGiB, Axuil Buiaacko o

regulation concerning medical devices. Honatky 8, no Texuiunoro PEIIAMERTY LIORD MEAMUMMN
: BHpOGIs

The abovementioned devices comply with the requirements 3asnaveni Bupodu pianosinaiors BHMOIAM HaLOHANbIMX,
of the national, European and international regulations and | esporieiichkux Ta MiXKHAPOHHX HOPMATHRHO-NIPARORMY |
stndards vhich are listed in the Annex 1 to this Declaration | axrin 1a cvanmapris, axi nugedeni g Hooamsy 1 00 danoi i
of conformity. Hewaapayii upo eionosionicms,

Declaration of Conformity valid from 26.11.20/9 to | Mexnapauis npo sianosiamicrs aificna 3 26.11.2019 p. oo

1 25.11.2024. 25.11.2024 p,

Further Annex are an integral part of this Declaration of Hesin'emioo  wacrumols  panor Hewmapauii  npo
conformity: BiAnosiAuicTs € HacTynHAY Honarox:

Annex Lwigh the list of national, Evropean and international Hooamor 1 3 nepenixon nanioinabiux, eeponelichrice i
regulations and standards, " Mbicuapodin nopyanano-npasosux  armie ma

cmandapini,

This declararion of conformity is issued under the sole Un dernapayin upo aidnosionienns auddne nid ey
responsibiliny of the manufuctirer. EARSosidawnicns supobiuxa,
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@f(ﬂﬂﬁ\ 1 to Declaration of conformity No. 39/19-1
Q%("oms%"’v‘ ¥
T ogaror 1 o dexaapauil npo signosinmicrs No. 39/19-1 .

List of national, European and international regulations and standards /
[epenix HaUioHaNBHIIX, EBPONEHCHKHX T MIKHAPOMHHX HOPMATHBHO-NPABOBHX aKTis Ta
CTaMAApTin

o JICTY EN ISO 14971:2015 Bupobu mezumuui. Hacranoss moao ynpasninns pusukom (EN
1SO 14971:2012);

o JICTY EN ISO 15223-1:2018 3acobu mepunol Texniku, YMOBHI DO3HAKH HA CPUKCTKAN
3acoBiB MeaMunOT TEXHIKH, Mapkoparis 1a odon askoni sinomocti. Hacrnua 1, aransui
sustors (BN 1SO 15223-1:2016, 180 15223-1:2016, Corrected version 2017-03);

o JICTY EN 1041:2015 BiupoSu meanuui. Indopmanis, sy tagae supoduuk. (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 meanuni. Ouinxa Sionoriuiol
it memunx supoGis. Uactrua 10. Jociiaenis nopasnioouol ta ceschbinizyionol aii
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