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FARMA -DERMA

3aMOBHIK

Hazpa Topapy
Kommozmiriftrarii xox
Cepig Ne
IlpupatHiG Ao

EUROLEK POLSKA SR.O.
PROXELAN cynoznropil
78H0

3327

2026/07

PIBHKO-XIMIMHI XAPAKTEPUCTHKU

10)11:( PesyanTar
30BHIIIHI BHTIIAN, HemposopHit cynosHTopiit ITigTBEpAEEHO
Koumip Bimmit 3 KpeMOBAM BiTiHKOM ITigTBepAEEHO
Cepepag Bara ojfHOrO o .
cynos N 2r.39% ITigreepmxero
TeMieparypa ILTaBIeHHA 36,6°C £0,5°C ITixreepaxenHo
Hara: 01/09/2023 FARMA-DERMA SRL

QUALITY ASSURANCE SPECIALIST
Dr. Marialorena Montorsi
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FARMA - DER

EUROLEK POLSKA S.R.0.

FARMA-DERMA s.1.].
Sodieta Unipersonale:

info@farmaderma.lt
www.farmaderma.lt

PRODUGCT NAME: PROXELAN SUPPOSITORIES
PRODUCT CCDE: 78HO
; 4268
EXPIRY DATE: 2027/05
CHEMICAL-PHYSICAL PROPERTIES
SPECIFICATIONS RESULTS
APPEARANCE: OPAQUE SUPPOSITORIES CONFORM
OFF-WHITE CONFORM
SUPPOSITORY AVERAGE WEIGHT: 29 +9% CONFORM
DISINTEGRATION TIME: < 30.min (according to EP) CONFORM
FARMA-DERMA SR

Via'dell'Artiglanc 6-8

40010 5ala’Bolognese (BO) - Italia

Tel 439051 6814181
Fax 39051 6814833

QUALITY ASSURANGE MANAGER
Dr.-Marialorena Montorsi
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3aMOBHHK

Hazspa roBapy
Kommosumiitait xox
Cepig No.
Iprparsmit go

EUROLEK POLSKA SR.O.
PROXELAN ¢ymosmtopii
T8HO

4268

2027/05

CISUKO-XIMIYHI XAPAKTEPHCTHKH -

Onnc Pesyabrar
SOBHIIIHI BHITLAN Henpozopii cynosuTopiit [ligTBepmEeHO
Komip Bimuif 3 KpeMOBIIM BifTIHKOM I‘Iizmaepﬁm EHO
CepejiHs Bara ofJHOro 5 & . -
CYTIO3HTOPIX0 2r. 9% Higreepmxeno
Yac posmagy < 30 Min (sizrosigHo 10 EP) TTiATEePIKEHO

Iara: 13/06/2024

FARMA-DERMA SRL
QUALITY ASSURANCE MANAGER
Dr. Marialorena Montorsi
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3AXVCTY CHOMKHBAYIB
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Of!exer eicerni
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0611., Bopreninscykuit p-

YIIPOBOAIKYE BAHTAK

OLACTLCA JIO NOKYMEHTANT, (o

Of6'exr exencprnsu BiANOBINAE . BeTANO
e3yIbTATAME inentHixanii, ol PH3HE
KOHTPOAI0) HAZAHOTO 3AABHIKOM 3paska 66'ck!

Gaxds, inxexe noapasmiorosoy. aii, wa ciiuzosy oGornorky oueii 0 Ganin. MixpoGionoriuni noxa;
AADAM, KYO/r (xy6. om) <"'1'OQO;Emgrbbaciemaceae B8] 1 (eyG.om) Bineyrai, S. Aureus s
incyrHi, Pseudomonas aeruginosas 1 r (wy6,é1
100 siznosizno no CaulliH 2. ,
apdymepro-KooMeTHIHO  NPOMHOIOBOGTI”, Perviaverty (€C) Ne 1223/2009 Caponetid
lapreatenry | Panu nin 30 nucronam 2000 wa KOCMETHUHY TIPOAYKLIIO; IPOAYKLUS He BMiye ped
Ki BU3HAveHi Hupextaron 7@/76‘8/6}3@ — Ggpesens 1989 (Moparox I1) sk raki, o 3a00poHe)
aCTOCYBAHHS SIK CHPOBHHA Ta ,Hé'rfonmmi BXOJHTH JO CKIARY KOCMETHYHHX 3acobiB

1M qH

1) sipcyri; apixgoki Ta micnsmi rpubun KYO/r (xy

MHAHIENM . kpuTepiay Gesneru/morasunanm 3a
1A 3OPOB'S HACENICHE, & TAKOXK PE3YALTATAMH nepesipKu
ra. EKCIEPTH3H, a came: HACKC IKIPHO-IOAPA3RIONOT i

HHUKH:

I T (xyG.cm)

6. ¢u)

.02;7-4'997'7?2:(@;5»@3;_{1' canitapui npasiira 1 Hopmu Gesmexn mpolyxuil

BROIO
OBUH,
fauts

Teobximmmnnn ynosas BHKODICTANNA/3ACTOCY BANISE, 36CpIrarmsL, TPAHCIOPTYBAHHSL, YTH
HHINCHIS € 8) IOTPUMAHHS BUMOT, K] BCTAHOBNEH] NAHMM BHCHOBKOM 32 pesynsTaramMu BHHPO(S)J
BlaHOTO 3paska;  6) 3abesricdenus ymoB TPAHCIIOPTYBAHHS Ta: TepMinin 3Gepirands rmpo

zanil,
BaHH
NN




BlaOBigHO 70 pekovMeHiauiit Brpobuuka, nxazaguyx Y CYNpOBIARifi oxymenTauii; B)
BHOIPKOBEX BuIPOGYBanL 06'cxTa eKClIep
CAHITaPHOIO 3aK0HOAABCTEA

TPOBCACHHY
TH3H Ha BIANOBIAHICTS BIMOTay HAHOTO BHCHOBKV|TA itoyora

3a pesyanraramu Aepaanitol cauirapuo-eninemionoritmno;

! ereneprusn Iiriexiugi sacobn PR
TTPOKCEJNAH arigno JOJATKY

OXELAN®

. - (Ha3na.06’cKra EKCMepTI3M)
38 NARANHM 3ASBHUKOM 3pazkom igmosvizae Bumoran

Yipatun i 3a ysonu AOTPHMANNSL BHMOT LLOI0 BHCIOBRY MOme GyTu BHRODHCTAKA
¢lepi sacrocysanug, : '

Tepmin npuaaruocri 3TiHO pexoMeraniit BHpobHiKa

Aiogoro CAHITADHOIO 3aKanomaserna

sasnsienil

Lugopymanis mopo CTHRCTRY, iucTpyRuil, npapmy TOINO
BKINOYATH BILOMOCT] Ha ZepKaBHilt MoBi ipo cxiaz,

MapKyBaHHg Wi CIIOXCHBAYA TIOBHHHO

HaiiMeHnyBans hipMK BHroTOBMOBAYA
Bucnosor gificumit n°sre poxin : ‘

Bi,[{ﬂQBi;‘IEIJILI-ﬁC'I'b 32 JOTPUMAHUS BUMOT Lo BHCHOBKY HCCE 3AMBHHIK,

Hoxaznuwn Gesnex, s THAIATAIOTH XOHTPOMTIO Ha KOPOHI! IVITaIOTD CTaHAAPTHOMY
_{Bi3yannHomy Ta yo KYMEHTAALHOMY). '

KQHTPO!1IO

IMoxasnurn Gesnern, sxi nigasralors KOHuT

POIO UPA MHTHOMY 0 OPMICHHI: NiAIArAIOTE
Ha MUTRIJ TepuTopii Ykpaiuu.

KOHTPOMO

Morownmit aepmanwii CAHITADHO-eITiAerMI0d0rivHMH Harasg spiitenioeTnest 3rigno 3
HLOTO BueHOBRY Ha of'ekTax mepixarmoro CaHirapHo-eriacMionoritgoro Harnsany 3a BeTad
MELUHIMH KpHTepiamy Gesnexi, ymoramu BUKOPUCTAHKS/3aCTOCY BaKNA, 36epiransy, TPAHCHI

yrwizaniy i sumienns y obcasi Ta 2 NCPIOMMUHICTIO, BUIHAYCHIMY oporpaMaMi ixcuex]
BIATIOBIAHOCTI 3 YMHmuM CAHITADHUM 3aKOHOAARCTBOM Yxpainum,

Komicis 3 MUTAKb AepxcaBHOl canitapno- 03 143, m. Kuis, Bya. 3a6onom‘oro, )
enigemionoriurof ckeneprysn Lentpy T (044) 526-55-32  hake (044) 526-50-06

BHMOTaMn
OBJICHMM}
PTYBaHHS,
IyBaHHA y

npesesTusnol MeAHuMHY Heprasuoro
Ynpasniuns copasamu

Hpororon cKcnemeu Ne 1143 sin 19, 02, 2021 p

(Haltsenysanng, Mictieanaxoiens, Tenedon, paxc, E-mail, sed-dastr)

(Na nporokony, AgTa Roro sateepuaernis)
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Hoagrox o BHCHOBKY AepxapHof CaHITAPHO-eNi feMionoriunof CKCNEPTHIH

sin«@d »__ 25 2021 poxy Ne 122-18-3/ Y579

BHPOSHUK/MOCTAUAI WK ¢ Farma-Derma s.r.l - Via dell’ Artigiano 6-8. 40010
Sala Bolognese (BO), Ialy

- Tirieniyuuii saci6 cynosutopii PROXELAN® [TPOKCENAH
(10 cynosuropiia mo 2r (g)

Kowicis s nurayeaner
cam'mpuo-g;m' N3]
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(13143, a1 Kuip, By, 3aGonornoro, | 5
thake (044) 526-50-06. 1. (044)526.55.32
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BUINOBIIHO 10 pexoMenaanii supobumka, BRaaMux ¥ CYNpORIZEIN jmoxymewvauil; ®) IIpOBEIEHS
BUBIPROBUX BHIPOSYBaHs 00'CKTA SKCHEPTHIN 1A BITTOBUIHICTE RUMOTAM JAHOTO BHCHOBKY T4 104050
CAHITAPHOTO 3AKOHONARCTRA

3a pesyapraramu gepmannol canivapro-enizesionorianot exeneprusn Dirlenivni zacobu PROXELAN®
_HPOKCEJAH 2rinno gonartky

{HasBY Gé’ek’m sKenepTIIN)
33 HATAHOM SafBHHKOM 3Pa3KoM BilnoBilac sumoraM xirouero CaRITAPHOTO 3aKOHOIABCTBA
Yrpailaw i 32 yMOBH  JOTPHMANHT BUMOT HLOFO BHCHOBKY MOMe OYTH BHKOPHCTAHA B 3asBIcHil
cepd zacrocyBanns,
Tepmiv upuaatwocri sriguo pexoMenaauiil supotunxa

Brpopaanin mono ermwersn, incrpyxuii, NPaBidl TOMO MapKyBaHHS JUISL CHONHBAYA COBMHHO
BRAOYATH BIAOMOCTI Ha Aepikapriil MOBI RO exma, HaliMenyRauHs hipMu BUIOTOBTIORAYA

Buenonox pificnuii o’ srs poxis

Bignosizansniers 12 10TpuManns BUMOT Mboro BHCHOBKY HeCe 3aABHUK,
Hoxasmuaxn Geanesn, axi MRIgrawrs KORTPOTIO Ha KODIOHI: MATAraoTs CTanAapTHOMY KOHTNOMI0
(BI3YAILHOMY T2 AOKYMEHTABHOMY),

Hoxasmnxy Gestrexn, ki DSTA0TL KOHTPOXIO TIpH MUTHOMY oopMaenni: HiErarTs KDHTPONKO
Ha MUTHIN Teprrropl] Vipainy,

Horounuit xepxanunit cawitapuo-enigemiomoriunuii HATASR 30HCHIOCTHEH 3TIIHO 3 BHMOTamy
HBOrD BHCHOBKY Ha 00'€KTaX ASpKaBHOIO casiTapHo-smizeMionoriusoro HAITSAY 38 BOTAHOBICHHMY
METHYHEME KPUTEPLAMH OEIIIEKH, YMOBAMHA BHKOPUCTAHH/3ACTOCYBANHH, 30EPIralHS, TPAHCIIOPTYHAHTA,
youmisail 1 sHumenns y ofiessi ta 3 UEPIONHIHICTIO, RU3HAYCHUMH IpOrpaManMu IHCOEKTYBANHA ¥
BIANOBITHOCT] 3 YHHHUM CANITAPHEM 38KOHOIABCTROM Yrpaiun.

Komicia 3 nurans Agpoxaprof canitapio- 03143, m. Kuis, sya, 3abonorsoro, 15
enigemionoriunol excnepTHIN Hentpy T.{044) 526-55-32  daxoe (044) 526-50-06
TIPEREHTHBHOT Memuuunyg Hepswasnoro (naiyeaysaa, sionesnaxosrenns, reneion, Gaxe, E-mafl, peG-cain)

Viopasnines — cnpasavu

Hporoxon excriepruzn Ne 1143 min 19.02.2021 p
: {Nenporokony, Hawa HoTo saTREpIUReHI)
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