ARATION OF CON F()’R,I’vi{?’!f“?{
No I3/UA version 2

Manyfacturer:
name: FITERMAN PHARMA S RL.

address: I 249E Km 0900, Yﬁme i Village,
Tomesti Commune, Tasi, 7075
country: Romania

whose duthorized Re mmmmzm‘ in Lkraine:

name: PISC *“Naturpharm™

actual address: Kiey, 840735, Pusheha-Vodytsia,
Lisna str. 30-A

legal address: Kiev, 04075, Pusheha-Vodytsia, Lisna
sir. 30-A

congtry: Ukratns

*’taiephme: 38 044 4071 81 03, +38 044 401 81 (4
herewith declare that the medical device
Bastrelle®Flova Plus, vaginal capsules

meet the requirements of Technical regulation
concerning medical devices {approved by the Decree
of the Cabinet of M;m%wa of Ukraine on October 02,
2013 under No. 733}

Classificegion: Class 1, according to pomt 13
Annex 2 of Technical regulation concerning medical
devices.

The produciy contain the mark of conformity to
Technical regidation:

Complionce of the designated products with the
Technical regulation concerning medical devices has
been gssexsed and confirmed irv Jollowing the

| Procedure of internal control of " production of

medival devices stated in the Annex § {except paint 5,
6} of the Technical regulation converning medical
devices.

Declaration of conformaty is valid during 5 vears.

Place, Date Kyiv, 13.12.2023

JERTAPALIA TTIPC BUINORIIHICTD
No 13/UA gepoia 2

Bupobiu:
sabimenysanna GITEPMAH GAPMA SR

anpeca: Hifbrelt 249E Ku 0900, Towecr Binewy,
Toweort Kosom, Heom, 707515
Kpaina: Pymyvais

Ynoguneaucenuit npedemasiux & Yxpalud xoeo €
uativenrysanna: HpAT «Harypdapun

s aapeca: Kads, 04075, Myme-Boanus, sy

Jicwa 30-A

wopuanusa aapeca: Knis, 04075, Hyma-Boawus, syn.

Hicna 30-4

spaiin Vipaisa

renedon: +38 044 401 81 03, +38 044 401 B1 04

?’?Zﬂiﬁf‘{i '.?’ﬁ?;’z‘d..} &y M X }Ia“{“lﬂf (22 ’}IU

Macrpesure ©aopa Hipoe, vancyan sarinagsai

innosigae suvoram ToXHISHOrO porvaMenty mono
seuasx srpodis (axuil sarsepmxeni Hoctasopow
Kabinery Migicrpis Yipaiuu sig 02 wosrax 2013 p.
Ne 753}

Kaaenginoyin: Knae 1, sriano oyvaxey 13 Joggogy 2
TeXHIMHOTO PErMEHTY IHON0 MEAHSHIE BHpotis.

- Hpodvryien cynposodacys suar sidnogionocmi
PHEXH NI PELATMERMIN.
BionosiOuicmb  sasnaienol  upodyRii  gumosaw |
Lexniapazo pe&'zmxwmz wnde Mediie SYRo oylneno |

mia wigmeepdacene ¥ sionosidnocyd 3 Hopsoxomn
SOHFCREHAR. EHVIPIREOZ0 KOMMPORIR Supolnyymed

Medwenx supudie ax swonadena ¢ Jodanmy 8 (oxpiv
myakmie 5, 6} d0 Texuiyrozo pearamenmy woeoo

I SUpebis,

Hexaapanis npo signasipaiors giffona nporaraM
5 poxis.
Micue, Hara

Hals, 13.12.2023

Jleapatieo CRIaacHe T LUTKORHTY BIARGS]

complete responsibility of the manufacturer.

RO ustes’ The declarstion is made under the

WNamedd
Job position/Tlocana General Director of

ax M.b.
epansrui aupestop HpAT «Harypdapw




%ﬂ:_ € Poovrrogm 04075

VAT YRP Yxpaina, m.Kuis, ayn. Nicua, 30-A

P Y YT IBAN: UA 66 3808 0500 0000 0026 0054
@K% 1 4578 7,

AT «PAVODANIEH Bank ABAIb»
m. Kuesa

MPO 380805

Kop E0PNOY 24930169

o

MPUBATHE AKUIOHEPHE TOBAPUCTBO ten: +38 (044) 401 81 05,
chaxe: +38 (044) 401 81 02

Declaration of conformily

@ Nexnapauisi npo signosigHicTe MFPCO1

Bepcia 1.0.

TexniuHOMY perfiaMmeHTy Woa0 MearuuYHuX Bupobis, 3aTBepMKeHoOMY
Mocranosoto KaGinety MinicTpis Yipainn N2753 sig 2 mosTHa 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2013

Hassa megu4Horo supo6y: Macmpenne ®aopa lNmoc, KANcyau eG2iHAnNbHI
Nama of medical device:
Mastrelle®Flora Plus, capsules vaginal

LintoBe NpH3HaAYSHHSA: BarinansHi kancynu
Fisiyded e Vaginal capsules

DITEPMAH @APMA C.P.J1., [ilxeit 249E Km 0900,
Bupobunk: TomecTi Binemic, Tomecti KommyH, Hcecu, 707515, Pymydis
Manufacturer:

FITERMAN PHARMA S.R.L., D] 249E Km 0900, Tomesti
Village, Tomesti Commune, Iasi, 707515, Romania

YnopHoBameHnii npeacrasHmuk | NMpAT «Hatypdapm», Ypaisa,

B YKpaini: 04075, Nywa Boguus , Byn. Jlicha 30A
Authorized representative in Ukraine: PISC “Naturpharm®, Ulraine

04075, Puscha-Voditsa, Lisna str. 30A

Knacudikauia srinHo foaaTtky 2

TexHi4HOrO  PpErnaMeHTy  LOAo Knac I, Hectepunbnuid (Mysaxr 13, Joparky 2)
MeLUYHUX Bupobie,

38TBEPLKEHOro lMocraHoBOO

KabiHeTy MinicTpiB YkpaidHn N2753 Class I ,non-sterile (item 13 of Annex 2 )
Big 2 woBTHA 2013 p

Classification according to Anex 2 of Technicai

regufation on Medical devices approved by Decree @

of Cabinet of Ministers of Ukraine Ne753 on 2

October 2013:

Mpouenypa ouiHKK Oopavox 8 «NOPAAOK zapilicHeHHA BHYTPILHBLOIO
pigmosigHnocTi: KOHTPOMIO BUPOBHMLTEa MeauunHX Bupobis»

TexHiuHoro pernaMeHTy w40 MeAuusux Bupobis,
aTrep/eHoro floctaHoboto Kabinety Minicrpis Ykpaitn
N2753 sig 2 xoBTHs 2013 p.

Conformity Assesment Route:! Annex § «PROCEDURE for internal control of the manufactures of Technical
reguifation on Medical devices approved by Decree of Cabinet of Ministers of Ularaine
Ne752 on 2 October 2013

dara BUnycry agewnapauii: 11.02.2021 p.

OivicHa po: _ 31.12.2023 p.

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for more information.



MpAT «Havypdapm», 8 ocobi NenepansHoro aupexrtopa Wynaka Mapka Bopucosuua, nig
CBOIO 1I0pMAWYHY BiANOBISANLHICTL [BEKJIapye BUKOHaHHS OCHOBHMX BMMOr WO[0 MEAUYHOro
eupo6y, srigHo HofaTtky 1 TexuiyHoro pernaMmeHTy WoAo MeanuHux supobis, 3aTeepaXeHaro
Mocradosoio KaGinety Minictpie Yikpainu N2 753 Big 2 xostea 2013 p.

PISC "Naturpharm” duly represented by General Director, Mark Schupak , under our sole responsibility declares the fulfilfment of basic
requiraments for medical devioes, according to Annex 1 of Techrical requlations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2013.

Micue sugauqi: m.Kuis, Nywa-Boauua, Ykpaida

Place of issue: Kiav, Puscha-Voditsa, Ukraine
Harta nignucy | Nignwc [ara !
YNoBHOBa)eHoi ocobu ’
Date of slgning | Signature of Authorized person by 44 ) {); o
'“’?5 e s ,ff’
MIB ynoeHoBaxeHol acobn | Wynak Mapk | FeHepansbHuii Anpektop
Hazea nocagu BopucoBuy NpAT «HaTyphapus»
Full Namne of Authorized person | Positlon Mark Schupak et S W e LD TS

" General Director, of PISC "Nalurpharm”
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