JJUCTOBKA
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Penapun-I'en H, rea
| g ecuMH, 5 g IUETWIAMHHOB CaNULIM/IAT
Reparil-Gel N, gel
1 g escin, 5g diethylamine salicylate
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[IpoyeTeTe BHHMATEJHO HAJATA JIHCTOBKA, NpeRH A2 3ano4yHeTe A4 H3NOGJI3BaTe TOBa

JIEKAPCTBO, THhH KATO TH ChAbPKA BaxXHA 32 Bac nudopmanus.

- BuHaru uznonssanTte ToBa JEKAPCTBO TOYHO KAKTO € ONHMCAHO B Ta3H JIMCTOBKA MM KAKTO
Bu e kazan Bawusa aekap winu ¢papmauesrT.

- 3anazeTe Ta3y JUCTOBKA. MOJKE [a ce Hal0XKH [a A NpoYeTETe OTHOBO.

- AKO ce Hy)KAaeTe OT AOMbJIHUTENHA HHPOPMALIMA UM CBhBET, MonutaiTe Baiuar
(papMaLeBT.

- AKO MOMYy4HTE HAKAKBH HEeXXEeNTaHU peakLMH, yseaomere Bawus nekap unu dapmauert. Tosa
BKJIOUBA ¥ BCHYKH BB3MOKHH HEXXE/TaHH peaklUy, HEOMMHCaHU B Tasu NMCTOBKA. BroxTe
TOuKa 4.

- AKo cnen 7 IHH He ¢€ YyBCTBATE No-n00pe win ceeToAHHeTo Bu ce Bnowu, Tpabea na
MOThPCHUTE JIEKApCcKa MOMOIL.

KakBo ¢cbabpKa Ta3H JUCTOBKATA:

Kakso npeacrasngsa Penapun-I'en H, ren u 3a kakBo ce uanoniea
Kakso TpsabBa na 3Haete, npeau aa nanonizsare Penapun-I'en H, ren
Kax na nanonseate Penapun-I'en H, ren

Bt3MO)HN HexeJTaHW peakLku

Kak na cexpanspare Penapun-I'en H, ren

ChabpixkaHHe Ha OMAKOBKATa U AOMBJAHUTENHA HHPOpMAaLUA

SN

1. Kaxso npeacraBiassa Penapun-I'en H, ren u 3a kakBo ce n3noszpa

Penapun-['en H, ren HaMangBa oToLuTeE, CrIHpa BL3NAJIEHUETO W NpeMaxsa Oonkara.

[loka3aHus:

. CUMITTOMATHYHO JIEYCHHE Ha JieKa O0JiKa cliel]l OCTPH, 3aTBOPEHH TpaBMHM (HANp. KOHTY3UM,
HABAXBAHMA, HATbPTBAHUA, XEMATOMH, OTOLIH, Bb3NANICHUA).

. boakoBHu ¢cHMHAPOMH HA rpbEOHaUHUA cTHAO (NpeuIeHuTe, BpaTa, nymbaro, Huimac).

. JlokanHo obneKyeHne Ha CUMIITOMUTE TPU MOBBLPXHOCTHH 3a00/IABAHUA HA BEHUTE, KATO TEXKECT
B KpaKaTa Inpy pa3lliipeHH BEHH.

. 3a TpeTHpaHe Ha BEHHTE C/lie]] BEHO3HH UHXCKLUMYA WIK HH)Y3HH.

2. Kakso TpsOBa na 3uHaete, npean na usnonspare Penapua-I'en H, rea

He u3znon3paiite Penapna-I'en H, rea
- aKO CTE aJISPrUiHH KbM AKTUBHUTE BELLECTBA UM KBM HAKOE OT MOMOILHHTE BELIECTBA Ha TOBA

nexkapeTBo (M36poeHH B TouKa 6).
- BEPXY OTKPUTH pPaHHW, JIMFaBHLH HWIH KOXHHM Y4acTbUM, TMOMJIOKEHHM HA

(obmbuBaHe).




IIpeaynpexaenus H NpeAnaznu MEpPKH

To3u nekapcTBeH NPOAYKT € NPEeaHa3HAYCH CaMOo 3a BbHILHA ynoTpeoda.

[launeHTHTE, CBPBXUYBCTBHTEIHH KbM CAMLIWIATH, Ca H3JI0XKEHH HA NO-TO/IAM PUCK OT pasBHBaLLH ce
aCTMAaTUYHU TPUCTERIH, JIOKATHO MOAYBAHE Ha Koxkata M Jjurasvuara (otoxk Ha KBHHKe) WM
YPTHKAapHA, OTKONKOTO Apyr'd nauMeHTH. [Ipu Te3u naumenTH Penapun-I'en H tpabea na ce uanonspa

BHUMATEIIHO U CaMO MO MPAK MEIUUMHCKHA KOHTPO.

Tpsabpa na ce N30Area KOHTAKTHT C OYMTE.
To3u nexapcTBeH NPOAYKT CHABPXKA KATO apOMATH Mac/0 OT JIABAHAYJIa M Mac/Io OT FOPUYMB NOPTOKAT
¢ d-nuMOHEH, (papHe30J1 U TUHANO00JI. Te3u BelecTBa MOraT Aa NPAYHHAT aJIEPruiHK peakLuUH.

Ynorpebara npu aeua noa 12 roauHu He ¢e npenopuuBa.
["oBopeTe ¢ Bawus nexkap, unu dapmauest, npeam aa wanonssate Penapun-I'en H, reu.
Hpyru aexapcrsa n Penapun-I'en H, ren

He ca chobiuienu p3aumoneitctsua mexxny Penapun-I'en H, rea uanon3san ¢briiaCHO HHCTPYKIHHTE 34
ynorpeda, U Opyrd NeKapcTReHu NpoaykTH. Tpabsa aa kaxere Ha Bawua nexap winu ¢papMalesT, ako
IPpUEMaTe, HACKOPO CTE NPHEMAJIH WIH € Bb3MOKHO J1a IPHEMATE APYTH JIEKAPCTBA.

bpeMenHOCT H KbpMenHe

AKO ¢Te OpeMEeHHA UNH KbPMHUTE, CMATATE, Ue€ MOXKE Ra ¢Te OpeMeHHa WAM nnaHupaTre OpeMEHHOCT,
nocbBETBaNTE ce ¢ Bawng nexap unm papmauesT npeau ynorpedara Ha TOBa JIEKAPCTRO,
Penapun-I'en H, ren He ce npenopb4YBa 1o BpemMe Ha Ha OPEMEHHOCT K KBPMEHE.

IHodupane n padora ¢ MALIHHHU

Penapun-I'en H, ren He noBausBa WM nopiaussa npeHedpexxuMo criocoOHOCTTA 3a LopHUpaHe U
paboTa ¢ MallIMHH.

Penapui res cbAbpKa MAC/I0 OT JIABAHAYIA H H MACJI0 OT LBAT HA NOPYHUB MOPTOKA

ToBa nexkapcTBO CHOBPKA APOMAT ¢ AIECPreHu. ANEpreHUTe B NaBaHIYJ/IOBOTO MAcjio U B Mac/ioToO OT
LBAT HA rOpYMB NopToKal (d-TMMOHEH, apHE30T, NTHHAIOO0N) MOraT Aa NMPHUYKHAT aepruiHU peakUHH.
3. Kak aa n3noazparte Penapun-I'ea H, ren

Bunaru uznon3saire ToBa 1eKap¢TBO TOUHO KakTo BH € kazan Baiuuar nekap vwiH ¢apMaLeBT. AKO He
CTe CUTYPHHM B Helllo, nonutaiTe Bawius nexkap unu dpapmaiest.

To3u nekapcTeeH NPOAYKT € NMpeaHa3HaueH caMo 3a BbHIHa ynoTpeba.
MaxkcumanHara JHeBHa 103a € 20 g ren.

[Ipunaraiite Penapun-I'en H, ren ot eauH A0 Tpu MbTH JHERHO.

HauuH Ha NpUIIOKEHUE!
HamasBa ce cnoii ot rena BupXy O0nHMA ydyacToK. He € HYy»HO aa ce BTpHUB

JOMyCKa.




Penapun-I'en H, ren Tpabsa na ce octaBu fa U3CHXHE BbPXY KOXKATa 3a HAKOJAKO MUHYTH INPEAH 1a Ce
obnedyere. He ce npernopbusa H3MON3BAHETO HA TECHU APEXH.

AKO UMAaTe HAKAKBH AOMBbAHMUTEIHHU BBIPOCH, CBBpP3aHH € ynotpebaTa Ha TOBA NeKapCcTBO, MOonNUTaiTe
Baiuus nekap win# papMauesT.

4. Bb3MOXKHH HeXeTaHH peaKi B

KakTo BCHUYKH JICKAPCTBaA, TOBA JICKAPCTBO MOXKE 1a NMPCONU3BHKA HEXKCEIIAHH pCAKLIHH, BBIIPCKH Y€ HE
BCCKH I' MaQJ1yHaBa.

Habnropgaear ce koxxHM peakuuu (Hanp. cyxa Koxa, oOpuB, 3a4epBsARaHe, IepMATHT, Chpbex, JTIolileHe
Ha KOXKAaTa, YPTHKApHA), KaTO YecToTaTa UM He Moxe J1a Obe onpeaeneHa OT HATMYHKHTE JaHHH.

[Ipy nokanHO MPUACKEHHE HA CAMLMAAT-CHAbPKALIY JIEKAPCTBEHH NPOAYKTH, 0COOEHO KoraTo ce
MPUNAraT BBPXY FOJMEMM KOXHH Y4YacTbLHM, HE MOXe Aa ObAe M3KNKueHa NosBaTa HAa CUCTEMHH
CTP2HHUYHHM HEXENaHH PEeaKllMH, 3acArallid crneuupuuHa opraHHa cucteMa (Hamnp. uYepHOApOOHY,
6B6peuny WM CTOMAIIHO-YPEBHU HEKENAHH PeakLMH) WM J0pH Uens OpraHu3bM (Hamp. peakLdH

Ha CBPBbXYYBCTBHTEHOCT, 4CTMA).

Crobmasane HA HeXKeTAHH peaKHH

AKO NONY4YHTE HAKAKBY HEXEAAHU JICKAPCTBEHH PeaKIlMH, yBeaoMeTe Bainus nekap unu papmanest.
ToBa BK/IIOUBA BCHMKY BB3MOXHK HEOMUCAHH B Ta3M JIMCTOBKA HeXeNaHu peakiyu. Moxere ChIlo Aa
cbOOIINTE HeXKEeNaHU peakuii TMPEKTHO upe3 HALIMOHAJIHATA CUCTeMa 3a ChLoOIIaBaHe:

ManbaHrTENHA areHUMA 1o JeKapcTBaTa
yia. HamsaH ['pyeB Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

Maxc: +359 2 8903 434

e-mail; bda@bda.bg

yebcaiiT: www.bda.bg

Karo cpobiuasare HexxenaHu peakLuy, MoxeTe Aa 1afeTe CBOA [PHHOC 3a NOJTy4aBaHE Ha oBeve
HHPOpMaUMA OTHOCHO 6e30MacHOCTTAa HAa TOBA IEKAPCTRO.

5. Kak na coxpansBate Penapuia-I'en H, ren

Ha ce chxpaHsaBa Ha MACTO, HEAOCTBHIIHO 33 Acua.

He manon3paiiTe TOBa NEKapcTBO ciea CPOKa HA MOAHOCT, OTOENA3aH BbPXY KapPTOHEHAaTa OMNaKOoBKa M
Tybara. CpOKET Ha rOAHOCT OTTOBapA Ha MOCJACAHUS A€H OT NMOCO4EHUN Mecell.

He u3xBbpnsiiTe nexkapcTsara B KaHaAWM3aLMATA WIH B KOHTEHHEpa 3a AOMAIIHY OTNanbUy. ITonuTaiite
Bauinsa ¢apMaleBT Kak Ja M3XBBPAATE JIeKapcTRaTa, KOMTO Beue HEe M3nosi3pare. Te3n MEPKH Lie
CMOMOTHAT 3a OI1a3BaHE HA OKOJIHATA Cpela.




6. CobabpxaHue Ha ONNAKOBKATA H JOTbJAHHTEIHA HHPOpMANUA

Kaxkso ¢cbabpxka Penapui-I'en H, rea:

- AKTHBHMTE BELIECTBA C&: €CUMH (escin) u aueTrnaMmuHoB canuuunar (diethylamine salicylate);
100 g Penapun—I'en H, ren cvabppxkar 1 g ecuvH ¥ 5 g HeTHNaMHHOB CATHLIMNAT

- Hpyrure cucraBku ca: kapboMmep 980, Makporon-6-riauuepon KanpuioKanpar, HaTpHEB €/ETaT,
TPOMETaMOJI, TPHC, 2-TIPONAHO, MAc/o OT NaBaHAYJA, MACJIO OT Hepond (Macio OT UBAT Ha
rOpYHB NOPTOKAI), MPEUUCTEHA BOJIA

Kak m3rnexna Penapua-I'en H, ren n kakBo cbabpika onakoBKaTa

OnakoBku ot 40 g 100 g ren B anymuHMeB TYOH.
He Bcuuky BUOBE ONAKOBKM MOTaT Aa ObJaT MycHaTH Ha nas3apa

HPHTMHTM HA pAa3pelliCHHETO 34 YIII}TPEﬁﬂ H NIPOH3BOAHTEN

IlpuTexkaTen Ha paspelIeHHeTo 3a ynorTpeda
Cooper Consumer Health B.V.

Verrijn Stuartweg 60
1112AX Diemen

Hunepnanaus

IIpouaponuTen
Madaus GmbH
Liitticher Strafle 5

53842 Trowsdort
I'epmMaHus

JaTa HA MOCJIeJHO NIpPEePAa3IJIeKaHe Ha JJHCTOBKATA
toHH 2025

CpoiicTBa

Penapun-I'en H, ren e cneunanuo paspaboren npoaAyKT Ha aNKOX0JIHa OCHOBA, KOWTO Bb3ACHCTRA B TpH
HampapJIEHWA: HaMafBa OTOLUTE, BB3NPENATCTBA BB3NMATICHUATA U HaMansaea Obonkara. [Ipeanaras BB
¢opMa, KOATO OCUrypsiBa NMPOHUKBAHETO Ha €CUMH B KOXAaTa, KbAECTO Bb3NPENMATCTBA ChOUpPAHETO Ha
TEYHOCTH B TbKAHMUTE W M0ABaTa Ha otoiy. JlokanHuTe OTOLM, MPEAW3BUKBALLM HYECTO YYBCTBO 3a
TEXECT H DONE3HEHO HamnpexeHue, 6Bp30 ce oTcTpaHaear. Bb3nanutesHUTe npouecH edeKTHBHO ce
OB/1aAABAT.

HJAHeTWIaMHMHOB  CanuUUNaT yCUABA  MPOTHMBORLIMANUTE/NHMA epeKT KW  HMMa  HM3pa3eHo
GonkoycnokoABallo ACHCTBHE B AbIO0OUHHA.

Penapun-I'en H, ren npurexasa ciieAHUTE OOMBIAHHTENHH NPEeUMYILLECTBA:

. Penapun-I'en H, ren e npospaueH U ripoHUkBa Obp30 M HallbiAHO B OOMHHUTE YYaCTBLUH;

. Penapun-I'en H, ren He oma3HsBa, He 3aL1anBa 1 NOpajgH TOBA € UIKITKOYUTEITHO YHCT U MPUATEH
3a ynorpeda;

. Penapun-1'en H, ren oxnaxna 6one3HeHHa yyacThK, YCNOKOABA Y MPeAna3Ba K0KaTa U Ce NoHacH

3a0enexxutenHo nobpe AOpH U OT YYBCTBUTEHA KOXKA.




