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No.: 34

Aara: 17.07.202a

Ceptuthikar amanisy no., 34 S-DM-m

MpogyxT: Macrpenne ®nopa Nnog, Kancynwu BAriHANL Y, Yriakoska x 1 6nicyep x 10 BarfHankyyx Kancyn
ps10

Buytplumia Nosinkosuti KOR: MSip s ¢

Cepin: 001,05.23

Hara supoBrmyrea: 06.2023
Tepmin npugarrocri: 05,2026
dara BMPODY apaaka: 20.06.2023

EBnpoBuuk: Fiterman Pharma S.RL
Eeﬂecpfuuap: Naturpharm PJSC, Kitlis, Yipaina
Kine#lecTe: 15 gop YNakosoi

YMoau 3Gepiranna: p SPWhHaNGHE yrakoayi, npu TEMNRPATYDI Hitkue 25 *(.

AHANII NposBaUTLES BiANCBiAHe A0 Bumor Chaumpikayjii axogy, Kog. SC.PF.132, v ela,

| No Napawerpy Mexi qonycrumocri Peaynbrary
Teepai kancynu 3 rfinpomenoan V-CAP PLUS, Ne 10, LMNIHARUSHI 3 T
2 Onuc kancyny: - hopma Hanisch Py M FONGBKEMY Arenng
y ShepiUHy
= KORiip I oneska - Sina: Tino - Bine Bignosinae
BMieT kancyni: - sosHiLmiA BUITIRA ' Bianogigae
QaHopiaHWRA opowag
2. | - konip Bilrimii Bianosigae
- 3ariax ' XBPAKTEPHUR AN KOMAGHENTID Bianosizas
- CMEK Conpaiwi Binnosigae
3 Posnag, xaunuhuy NMT. 20
: OnHopinkicTs mach T
4, [ = GCepenns macsa, rfehs 0.880 = 7.3% {0.63 * 0.73) . 0.670
- . 18 /20 < Mm + 7.5% AnOBlNae
lmﬁalgyanhﬂa Maca 207205 Mm « 15%
5. IAeH Tachikauis ackopBinopo? KUGNOTH Nosntuena poaxyis Bigroeigae ~
B, Hoecninwenns ackonGinoeay KUCHOTY, Mricie 90 + 7.5 % (4695 + 53.75) 50.15
MixpoBionoriupa AKICTL:
- AAANLHA KINBKICTL aepoGHx MikpoGia CFU / 80
| I npogkTy NMT i0? Makcumanshg ACNYCTHMA KinbricTh:. 200
7, | I80BNLHA KNbKcTh KaMBIBOB AT ) <10
) APPKiB/nnichssn CEU / npoaYkTy NMT 10" Makoumansso AonyeTma Kintricrs: 20
- Staphviococous JUEUS / 2 npodykmy BigcyTHs Eincytua
- Pseudnmong.rs aerupinosa /e npodyxmy Biacyrus BincyThn
- Candida albicans / 2 npadywrny Bincyran Biacyrin

BucHami: AHanizoaaNu NPCAYKT Bianoainae PisuKo-XiMivHuM Ta uiupnﬁiannriqﬂum 8HMOram signdsigHo no (ﬁnequqﬁxau‘l’i"nmcﬂ, kon

Meneaxep KolTpemo fikocTi,
Xisdik Doina Tarcay

A FITEfmtan PHARMA. 5 R.1,,
VAT NO: ROSTAZE81
TRADE REGISTRATION N 222BE 11004

SC.PF.A132, Vi gpg.

Bygarna,
Xitdik Silvia Crobany

Formular 6C.05 Foy
A kal Oftice: $tr. Princimts, nr, 36 A g B, Sat Braudan: +40 332 257 gog
Com. Miroalava, jud. Jas Romoria @ ey titor AT
Heogiim manahama ro
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MpAT «Hartypihapei», 8 ocobi MenepansHoro Avpertopa Lllynaka Mapka Bopucosuya, nig
CBOI0 OpMAMYHY. BIANOBIAaNLHICTS ACKNANYE BUKOHAHHST OCHOBHUX BUMOr LIOAO MERMYHOIO
BUpoby, arigHo Jogatky 1 TexHnlyHoro peraaMenTy Wodo MealuHnx supobis, 3aTeepiKkeHoro
[tocraronoio KaGivety Minicrpis Yrpaium N¢ 753 sig 2 xoBTHs 2013 2.

PISC "Raturpharna™ duly’ represented by Geheral Direckor, Mark Sch upsk . under our sofe responsiBility déclares the fulfiifment of baslc

reQuifrements for medics! devices, according to Annex 1 of Technical regulations on Medical: devices, apprived by Decrea of Cablnet of
Minfsters of Ukralne NO75d on 2 October 2013,

Micye sugavi: m.Kuis, Ryia-Boguys, Yrpaiua

Place of issuey Kiev, Pustha-Voditsa, Ukralne
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VG eharal Dl aihis e piciatdy o
General Diretor, of _f{sﬁ'zﬁgmrpharm"
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LA Yupaina, m.Kwia, ayn. Jlicha, 30-A
s . 08 0500 0000
P KE‘E 7 LBS?I: 7?.6« 66 38 0026 0054
AT «PAHODANIEH Bank ABANb»
M. KueBa
MDO 380805
Kopn €0PINOY 24930169

W HATYP Vipai

MPUBATHE AKLIOHEPHE TOBAPUCTBO Ten: +38 (044) 401 81 05,
chakc: +38 (044) 401 81 02

@ HNewnapayis npo pignosigHicTs MFPCO1

Declaration of conformily
Bepcia 1.0.

TexuiuHOMYy pernameHTy Wogo MeguuHux supobis, saTBepmiKeHoMy
Mocranoeoiw Kabinety MinicTpie Yupaiun N2753 Bia 2 ncostHa 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2013

Hassa meguunoro supoGy: Macmpenne ®nopa n10c, Kancyau ea2iHanbHI
Namea of medical device:
Mastrelle®Flora Plus, capsules vaginal

LinnaoBe npH3HaYSHHA: BariHaneHi kancynu
Intended Use: Vaginal capsules

DITEPMAH ®APMA C.P.J1., [Lilxei 249E Km 0900,
Bupobumnk: TomecTi Binemx, Tomecti KommyH, Hccu, 707515, PymyHia
Manufacturear:

FITERMAN PHARMA S.R.L., D] 24%E Km 0900, Tomesti
Village, Tomesti Commune, Iasi, 707515, Romania

YnopHosaxeHnii npegcrasHmik | NpAT «Hartypdapm», Ypaina,

B Yipaini: 04075, Mywa Boauus , syn. flicha 30A
Authorized representative in Ukraine: PISC “"Naturpharm”, Uraine

04075, Puscha-Voditsa, Lisna str. 30A

Knacudbikauisa arinHo [ogatky 2

TexHiuHOro pernaMeHTy  LLogo Knac X, HectepuneHui (Myaxr 13, Joparky 2)

MeqUuYHUuX BUpobie,

3aTBEPLKEHOID ITocTaHoBOIO

KabiHeTy MinicTpiB Ykpainn N2753 Class I ,non-sterile (item 13 of Annex 2 )
Big 2 »oBTHA 2013 p

Classification zccording to Anex 2 of Technical

regulation on Medical devices approved by Decree @E

of Cabinel of Ministers of Ukraine NY753 on 2

October 2013:

Mpouegypa oLiHKM Dopartox 8 «NOPAAOK sgilcHeHHA BHYTPIHLOrO
pigmoBiAHOCTI: HOHTPONIO BHUpODHMUTEBa MegnuHMX Bupobis»

TexHiyHoro pernaMeHTy woAo MeaunyHux Bupobis,
aaTrep/miedoro floctaronaoto Kabinety MinicTpis YKpainu
N2753 sig 2 xosTHsa 2013 p.

Annex 8 «PROCEDURE for internal cantrol of the manufacturer of Technical
reguliation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine
Ne752 on 2 Qctober 2013

11.02.2021 p.

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», B 0cobi NeHepansHoro gupexTopa LWynaka Mapka Bopucosuya, nig
CBOH 0OpMAWYHY BIANOBIZANLHICTL OEKNIapye BUKOHaHHA OCHOBHMX BMMOr WOAO MESWYHOro
Bupoby, srigHo JoaaTtky 1 TexHiyHOro pernaMmeHTy U0A0 MeauuHux Bupobin, 3aTBepaXeHoro
Moctanosot Kabihety Minictpis Yipainn N2 753 Big 2 xkostda 2013 p.

PISC "Naturpharm™ duly represantad by General Director, Mark Schupek , under our sole responsibility declares the fulfilfiment of basic
reguireaments for medical devioes, according to Amrex 1 of Techrical requlations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraing N°752 on 2 October 2013.

Micue sugauwi: m.Kuig, NMywa-Boauua, Ykpaida
Place of issue: Kiev, Puscha-Voditsa, Ukraine

JAarta nignucy | NMignuc Aara
VROBHOBaNeHOI ocobu
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NIBG ynornoBa)eHo! ccobn | Wynak Mapk ' | lenepanbHuil AnpekTop
Hazea nocagm BopucoBuY NpAT «HaTypdapv>»
Full Mame of Authorized person | Position Mark Schupak RN i ah iR

- General Director, of PISC “Naturphatm®
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